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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

Gary E. Gaumer OFFICE OF CHEMICAL SAFETY
Preserve International AND POLLUTION PREVENTION
P.O. Box 17003

Reno, NV 89511 AG 14 20U

SUBJECT: Synergize
: EPA Registration Number: 66171-7
Application Date: June 02, 2014
Receipt Date: July 25,2014

Dear Mr. Gaumer:

‘This letter acknowledges receipt of the notification identified above submitted under the
provisions of section 3 (c) 9 of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA),
as amended and PR Notice 98-10 and 40 CFR 152.46.

e Notification to bring the Synergize label into compliance with Dr. Stephen Bradbury’s
April 1, 2013 fogging letter.

Based on a review of the submitted information, this notification is acceptable. Your
proposed change will be made part of the record for this file.

General Comments

Should you have any questions concerning this letter, please contact Emilia Oiguenblik
at (703) 347-0109 or Velma Noble at (703) 308-6233.

Singerely,

elma Moble
Product Manager (31)
Regulatory Management Branch I
Antimicrobials Division (7510P)




DESCRIPTION

SYNERGIZE is a multi-purpose disinfectant-cleaner. SYNERGIZE provides a broad
spectrum  kill of gram negative and gram positive microorganisms. SYNERGIZE provides
effective disinfecting and cleaning in one operation. SYNERGIZE is effective in warm,
soft or hard water (as much as 1000 ppm CaCO3) and performs especially well in areas
containing 5% serum.

SYNERGIZE is for use on glazed ceramic and tile surfaces, stainless steel, aluminum,
chrome, galvanized metal, tin, brass, zinc, glass, hard non-porous treated wood, poty-
ethylene, polypropylene, PVC (polyviny! chloride), viny), sealed fiberglass, viton, ethyiene
propylene, nitrile, acrylic and polyurethane.

DIRECTIONS FOR USE:

It is in violation of Federal Law to use this product in a manner inconsistent with its label-
ing. Registered for disinfecting and cleaning hard non-porous surfaces. Not for use on
feed, food or litter.

SYNERGIZE cleaner-disinfectant is specifically formulated for industrial use in the following
Animal and Poultry Housing facilities: Turkey, Breeder, Grow Out, Fryer, Layer, Hatcheries
and Swine Producing Facilities as well as the following equipment in these facilities:
Waterers, Feeders, Hauling Equipment, Dressing Plants, Loading Equipment, Farrowing
Barns, Nurseries, Blocks, Creep Areas, and Chutes. This product is also for use in Farm
Premise, Equine Facilities, Vea! Barns, Ratite Facilities (Ostrich, Emu and Rhea Facilities),
Calf Pens and associated Farm Vehicles.

USE DIRECTIONS:

To disinfect and clean hard non-porous surfaces of walls, fioors, tables, sinks, refrigerator
exteriors, telephone booths and garbage cans in non-animal areas associated with the
sites noted above. Apply a solution of 1/2 ounce SYNERGIZE per gallon water (dilute
1:256) to precleaned surfaces. Apply with cloth, sponge, mop or mechanicai coarse spray
device, making sure all surfaces are wetted thoroughly. Allow surfaces to remain wet for
10 minutes. Ail surfaces must be rinsed with clean water and allowed to dry before reuse.

BOOT/SHOE WASH: To prevent cross contamination into animal areas, shoe baths con-
taining one inch of freshly made disinfecting solution must be placed at all entrances to
building. Scrape waterproof shoes or boots and place in a 1/2 ounce SYNERGIZE per gal-
lon water solution. Allow the solution 1o come in contact with the boot/shoe for 10 minutes.
Change the disinfecting solution when solution becomes visibly dirty.

VEHICLES: To disinfect the non-porous, hard surfaces of vehicles use a solution of 1/2
ounce SYNERGIZE per galton of water. Apply using a high pressure or coarse spray sys-
tem. Leave all treated surfaces exposed to solution for 10 minutes, or more and allow to air
dry. All treated surfaces that will contact feed or drinking water must be thoroughly scrubbed
with soap or detergent then rinsed with potable water before reuse.

DIRECTIONS FOR USE IN SWINE PRODUCING FACILITIES:

1) Remove all animais and feed from the premises, vehicles and enclosures.

2) Empty all troughs, racks, and other feeding and watering appliances.

3) Remove all gross soil, bedding, manure, caked on dirt, spider webs, efc. from walls to
ceilings of barns, pens, stalls, chutes, and other facilities occupied or traversed by hogs
or other animals.

4) Thoroughly clean all surfaces with soap or detergent and rinse with water.

5) Thoroughly saturate all surfaces with a solution of 1/2 oz. SYNERGIZE per gallon of
water (1:256), using conventional spraying methods.

6) Allow all treated areas to remain in contact with this solution for at least 10 minutes.
7) Immerse equipment used in handling and restraining animals, forks, shovels, and
scrapers used for removing manure in SYNERGIZE at a dilution of 1:256. Allow to remain
in contact for at least 10 minutes.

8) Ventilate buildings, and other closed spaces. Do not house swine or other livestock
until treatment has been absorbed, set, or dried.

9) Thoroughly scrub treated feed racks, troughs, automatic feeders, fountains, waterers
and equipment which may come in contact with food with soap or detergent, and rinse
with potable water before reuse.

DIRECTIONS FOR USE IN FARM PREMISES, EQUINE FACILITIES, VEAL BARNS,
RATITES FACILITIES, CALF PENS AND VEHICLES:

1) Do not use in milking stalls, milking parlors, or milk houses.

2} Remove all animals and feed from the premises, vehicles, and enciosures.

3) Remove all gross soil, bedding, manure, caked on dirt, spider webs, etc. from floors, sur-
faces, and from walls to ceiling of barns, pens, stalls, chutes, and other facilities occupied
or traversed by hogs or other animals.

4) Empty all troughs, racks, and other feeding and watering appliances.

5} Thoroughly clean all suriaces with soap or detergent and rinse with water.

6) Thoroughly saturate all surfaces with a solution of 1/2 oz. SYNERGIZE per gallon of
water (1:256), using conventional spraying methods. Allow to remain in contact with this
solution for at least 10 minutes.

"Manufactured by:
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SYNERGIZE"

CLEANER-DISINFECTANT

STAPHYLOCIDAL - PSEUDOMONACIDAL
- SALMONELLACIDAL - VIRUCIDAL*
E - PARVOCIDAL - FUNGICIDAL
ASPERGILLOCIDAL

Synergize cleaner-disinfectant is specificaily formulated for industrial use in the
following Animat and Poultry Housing tacilities: Turkey, Breeder, Grow Out, Fryer,
Layer, Hatcheries and Swine Producing Facilities as well as the tollowing equip-
ment in these facilities: Waterers, Feeders, Hauling Equipment, Loading Equipment,
Farrowing Barns, Murserles, Blocks, Creep Areas, and Chutes. This product is also
for use in Farm Premise, Equine Facilities, Veal Barns, Ratite acllities (Ostrich,
Emu and Rhea Facllities), Calf Pens and associated Farm Vehicles, Veterinary
Practice, Anim2! Care, and Animal Laboratory.

Active Ingredients:

Alkyl (C12 67%, C14 25%, C16 7%, C18 1%) dimethyi benzyt ammianium chiloride. ....26.00%
Glutaraidehyde. .7.00%
inert ingredients:.. ..o ...67.00%
TOTAL oottt e s b st et enees ..100.00%

KEEP OUT OF REACH OF CHILDREN
DANGER

SEE SIDE PANEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS

See First Aid statement and additioral precautions on side panel

7) Immerse all halters, ropes, and other types of equipment used in handling and
restraining animals, as well as forks, shovels and scrapers used for removing manure in
a solution of 1/2 oz. SYNERGIZE per gallon of water (1:258). Alfow to retmain in contact
for 10 minutes.

8) Ventilate buildings, cars, boats, coops and other ciosed spaces. Do not house poultry
or livestock or employ equipment until treatment has beern absorbed, get or dried.

9) Thoroughly scruty 1reated feed racks, troughs, automaiic feeders, fountains, waterers
and equipment which may come in conlact wiil: icod with soap or detergent, and rinse
with potable water beiore reuse.

DIRECTIONS FOR USE IN POULTRY HOUSE:

1) Remove all poultry and feeds from premises, trucks, coops, and crates.

2) Remeve 2l litter 2nd droppings from floors, walis and surfaces of facilities occupied
or traversad by poultry.

3) Empty all troughs, racks, and other feedng and watering appliances.

4} Thoroughly clean all surfaces with soap or detergent and rinse with water.

5) Saturate surfaces with 1/2 ounce SYNERGIZE per gallon water (dilute1:256) for a
period of 10 minutes.

6) Ventilate building coops, and other closed spaces. Do not house poultry or employ
equipment until treatment has been absorbed, set, or dried.

7) Thoroughly scrub treated feed racks, troughs, automatic feeders, fountains, waterers
and equipment which may coms in contact with food with soap or detergent, and rinse
with potable water before reuse.
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STORAGE AND DISPOSAL

Do not contaminate water, food, or feed, by storage and disposal.

PESTICIDE STORAGE:

Store away from heat. 0o not transfer to another container. Do not reuse empty container
PESTICIDE DISPOSAL:

Pesticide wastes are acutely hazardous. Improper disposal of excess pesticide, spray
mixture, or rinsate is a violation of Feceral law. I these wastes cannot be ¢isposed of
by use according to label instruction, contact your State Pesticide or Environmental
Control Agency or the Hazardous Waste representative at the nearest EPA Regional
Office for guidance.

Container Handling: Nonrefillable container. Do not reuse or refill this container. Offer
for recycling if available, or offer for reconditioning if appropriate, or puncture and dispose
of in a sanitary landfill, or by other procedures approved by state and loca! authorities.
(For greater than 5 gallons) Triple rinse container (or equivalent) promptly after emptying.
Triple rinse as follows: Empty remaining contents into application equipment or a mix
tank. Fill the container 1/4 full with water. Replace and tighten closures. Tip container
on its side and roll it back and forth, ensuring at teast one complete revolution, for 30
seconds. Stand the container on its end and tip it back and forth several times. Turn
the container over onto its other end and tip it back and forth several times. Dispose
of rinsate as noted in the pesticide disposal section. Repeat this procedure two more
times. (For 5 gallons or less) Triple rinse container (or equivalent) promptly after empty-
ing. Triple rinse as follows: Empty the remaining contents into appiication equipment or
a mix tank and drain for 10 seconds after the flow begins to drip. Fill the container 1/4
full with water and recap. Shake for 10 seconds. Dispose of rinsate as noted in the
pesticide disposal section. Drain for 10 seconds after the flow begins to drip.

this procedure two more times.

General: Consuit Federal, State or local disposal authorities for approved a
procedures.

PRECAUTIONARY STATEMENTS
Hazards to humans and domestic animais

DANGER

KEEP OUT OF REACH OF CHILDREN. Corrosive. Causes irreversible eye damage and
skin burns. May be fatal if inhaled. Harmful if swallowed or absorbed through skin. Do not
get in eyes, on skin or on claothing. Do not breathe spray mist. Wear goggles or tace shield.
Wear a dust/mistffiltering respirator (MSHA/NIOSH approval number prefix TC-21C} or a
NIOSH approved respirator with any N, P, R, or HE prefilter. Wear protective clothing and
rubber gloves. Prolonged or frequent repeated skin contact may cause allergic reaction in
some individuals. Wash hands befare eating, drinking, chewing gum, using tobacco or using
the toilet. Remove contaminated clothing and wash before reuse.

ENVIRONMENTAL HAZARDS: This product is toxic to fish, aquatic inveriebrates, oys-
ters, and shrimp. Do not apply directly to water. Do not contaminate water by cleaning of
equipment or disposal ¢f wastes. Do not discharge effluent containing this product into
lakes, streams, ponds, estuaries, oceans or other water unless in accordance with the
requirements of a National Poli:tant Discharge Elimination System (NPDES) permit and
the permitting authority has been notified in writing prior to discharge. Do not discharge
effluent containing this product 10 sewer systems without previously notifying the loca!
sewage treatment plant authority, For guidance contact your State Water Board or Re-
gional Office of the EPA. _

FIRST AID ]

IF IN EYES: Hold eye open and rinse slowly and gently with water for 15-20 w....utes;
remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye; call
a poison control center or doctor for treatment advice.

iF ON SKIN OR CLOTHING: Take off contaminated clothing; rinse skin immediately
with plenty of water for 15-20 minutes: call a poison control center or doctor for treat-
ment advice.

IF INHALED: Move person to fresh air. |f person is not breathing, call 911 or an ambu-
lance, then give artificial respiration, preferably by mouth-to-mouth, if possible; call a
poison contro! center or doctor for further reatment advice.

IF SWALLOWED: Call a poison control center or doctor immediately for treatment
advice; have person sip a glass of water if able to swallow; do not induce vomiting uniess
told to do so by the poison control center or doctor; do not give anything by mouth to an
uNconscious person.

HOT LINE NUMBER: Have the product container or label with you when calling a poison
control center or doctor, or going for treatment. You may also contact 1 (B00) 255-3924
for emergency medical treatment information. For information on this pesticide (including
health concerns, medical emergencies, or pesticide incidents), call the National Pesticide
Telecommunications Network at 1 (800) 858-7378.

NOTE TO PHYSICIAN: Probable mucosal damage may contraindicate the use of gastric
lavage. Measures against circulatory shock, respiratory depression and convulsion may
be needed.

4.

pas
5/28/2014







PRESERVE

INTERNATIONAL
www.Preservelnternational.com

vﬁ)rld Headquarters P.O. Box 17003, Reno, NV 83517 o Bus: (775) 853-9776  Fax: (775) 406-3413 o USA: (800) 995-1607
Tennessee Operation 1213 Empire Avenue, Memphis, TN 38107 e Bus: (301) 272-0031 e Fax: (901) 726-6446
California Operation 1355 Paulson Road, Turlock, CA 95380 ¢ Bus: (209) 664-1607 e Fax: (209) 664-1728

June 2, 2014

Ms. Velma Noble

Office of Pesticides Programs (7504C)

United States Environmental Protection Agency (NOTIFICATION)
Ariel Rios Building

1200 Pennsylvania Avenic, N.W.

Washington, DC 20460

Re: Synergize, EPA Registration Number 66171-7
Dear Ms. Noble.

Preserve International hereby submits this notification for our product Synergize, EPA registration
number 66171-7. This notification brings Synergize’s label into compliance with Dr. Bradbury’s
April 1, 2013 fogging letter.

Preserve International has removed any claims that the product can be used as an adjunct to
sanitization or disinfection.

For your review, we have highlighted the area where the adjunct directions were located.

This notlﬁcatlon is consistent with the provisions of PR Notice 98-10 and EPA regulations at_ 40 .
CFR 152.46, and no other changes have been made to the labeling or the confidential statemgqt of
formula of this product. I understand that it is a violation of 18 U.S.C. Sec. 1001 to willfully '.:
make any false statement to EPA. 1 further understand that if this notification is not consistent o

with the terms of PR Notice 98-10 and 40 CFR 152.46, this product may be in violation of se

FIFRA and I may be subject to enforcement action and penalties under sections 12 and 14 o oo’

FIFRA ° [ . L] .
If I may be of further assistance, please feel free to contact me at 775-853-9776. . '.
Thank you for your time and consideration. : cese

Gary E. Gaumer
President

“The Solution is Preserve”




Please read instructions on orse before com form. Fgrm Aggroveg

P V-, United States . Registration OPP identifier Number

\""EPA Environmental Protection Agency Amendment
Washington, DC 20460 | v Other
Application for Pesticide - Section |
1. Company/Product Numbar . 2, EPA Product Manager 3. Proposed Classification
66171-7 Velma Noble
u None u Restricted

4 C ny/Product (N ) PM#

SYNERGIZE @ e 31
5. Name and Address of Applicant finclude ZIP Code) 6. Expedited Reveiw. In accordance with FIFRA Section 3(c}(3)
Preserve International (b}(i}, my product is similar or identical in compaosition and labeling
PO Box 17003 to:

D Check if this is a new sddress Product Name
Section - i
J Amendment - Explain below. u Final printed labels in repsonse to
Agency letter dated
D Resubmission in response to Agency letter dated D “"Me Too™ Application.

D Notification - Explain below. ! s Other - Explain below.

Explanation: Use additional page(s) if necessary. (For section ! and Section I1.)
Notification to bring the Synergize label into compliance with Dr. Stephen Bradbury's April 1, 2013 fogging letter.

Section - Il

1. Material This Product Will Be Packaged In:

: T -
Child-Resistant Packaging Unit Packaging o Water Solubie Packaging 2. Type of Container ®ecee’
! Yes Yes ! Yes ] Metatl see o
j N N : - Plestic oo
‘ ° ° No Glass . b
L] L]
- - . i "Yes® No. per If "Yeos” No. per | | Paper es o
Cmc_aﬂon must Unit Packaging wgt. container Package wgt container Other {Spdcify} . * eeecee
be submitted .e
| ® oo
3. Location of Net Contents Information 4. Sizsa(s) Retail Container 5. Location of Label Diractions se ® e et
275,250,55,30,4x1,2.5x2 seese
u Label I_J Container L_] *
6. Manner in Which Label is Affixed to Product Lithograph || other seeeee
Paper Pluod
Stenciled Seoe

Section - IV

1. Contact Point [Complete iterns directly below for identificetion of individual to be contacted, if nacessary, to process this epplication.)

Name _ Bt!e i Telephone No. (Include Area Code)
Gary E. Gaumer resident . 775-853-9776
Certification 6. Date Application
! certify that the statements | have made on this form and all attachments thereto are true, accurate and complete. Received
| acknowledge that any knowlinglly false or misleading statement may be punishabie by fine or imprisonment or {Stamped)
both under ap ble law.
2. Signature 3. Title
President
. 1 i
4. Typed Name S. Date
Gary E. Gaumer June 2, 2014
EPA Form 8570-1 {Rev. 3-94) Previous editions are obsolete. White - EPA File Copy (original) Yellow - Applicant Copy




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

WASHINGTON, D.C. 20460
OFFICE OFCHEMICAL
SAFETY AND POLUTION
PREVENTION

June 13, 2014

I, Velma Nobie, Regulatory Management Branch 1, Antimicrobials Division, Office of Pesticide Programs,
Office of Chemical Safety and Polution Prevention, United States Environmental Protection Agency ("EPA"),
certify that the pesticide product (s) listed below is, as of the date of this letter, a registered product under
the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, and that as such, the
product(s) may be sold and marketed in the United States of America as authorized and limited by FIFRA. A
true and correct copy of the product label approved by EPA is attached to accompany this letter.

Registration of this product(s) with EPA also denotes that the registrant listed below is responsible for
ensuring full compliance with all the laws of the United States of America, or governing jurisdiction,
regarding the sale, storage and/or disposal of the product(s). Further, the recipient of this letter is on notice
that the referenced registration and/or the accompanying label may change subsequent to the date of this
letter. EPA assumes no responsibility to notify the recipient(s) (i.e., Hongkong) of this letter of any change
in the status of the registration(s) and/or the product label for the product(s) listed below.

EPA has issued registration numbers for the product(s) listed below to:

Preserve International
P. 0. Box 17003
Reno, NV 89511

EPA Registration Number: 66171-7
Name of Product: SYNERGIZE W

Velma Noble

Risk Manager 31

Regulatory Management Branch 1
Antimicrobials Division (7510P)




= www.Preservelnternational.com

\/World Headguarters P.0. Box 17003, Reno, NV 89511 e Bus: (775) 853-9776 e Fax: (775) 406-3413 e USA: (800) 995-1607

Tennessee Operation 1213 Empire Avenue, Memphis

, TN 38107 » Bus: (901) 272-0037 e Fax: (901) 726-6446

California Operation 1355 Paulson Road, Turiock, CA 95380 e Bus: (209) 664-1607 e Fax: (209) 664-1728

May 27, 2014

Document Processing Desk (REGFEE)
Office of Pesticide Programs (7504P)
11.S. Environmental Protection Agency
1200 Pennsylvania Avenue, NW
Washington, DC 20460-0001

To whom it may concern:

Preserve International submits this pack:

P,
R
\j"LD\O\D \
va \

' N
Y v
'\‘ t)L' ‘("

age at this time request for for 5 letters of

certification (Gold Seal) for our product Synergize, EPA registration number 66171-7.

Attached to this cover letter is a receipt

[f 1 may be of further assistance, please

reflecting payment for the PRIA fees.

feel free to contact me at 775-853-9776.

Thank you for your time and consideration.

Sincerely,
Preserve

rnational

ary E. Gaumer
President

lution is Preserve” 9 l
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U&D STATES ENVIRONMENT AL PROTEC|!N AGENCY

WASHINGTON, D.C. 20460

June 3, 2014 A
OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

OPP Decision Number: D-491758

EPA File Symbol or Registration Number: 66171-7
Product Name: SYNERGIZE

EPA Receipt Date: 03-Jun-2014

EPA Company Number: 66171

Company Name: PRESERVE INTERNATIONAL

GARY GAUMER

PRESERVE INTERNATIONAL
PO Box 17003

RENO, NV 89511-

SUBJECT: Receipt of Request for Gold Seal Certification Letter(s) & Fee Waiver Request
Dear Registrant:

The Office of Pesticide Programs has received your request for Gold Seal
Certification letter(s) that is subject to a Pesticide Registration Service Fee as defined in the
Pesticide Registration Improvement Act. We have also received your small business fee waiver
request.

The action has been identified as action code M006:

UP TO 5 GOLD SEAL CERTIFICATION LETTERS PER REGISTRATION

Your request for waiver has been forwarded for review. You will be notified in
writing when a determination is made regarding your request. If your waiver request is denied,
you will receive an invoice for the outstanding balance. If you have any questions, please
contact Betty Williams at (703) 308-0132.

Sincerely,

Front End Processing Staff
Information Technology & Resources Management Division

11
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% UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
g WASHINGTON, D.C. 20460
q"'t Pr«:‘ec(‘BP

“M 'A~9

Gary E. Gaumer OFFICE OF CHEMICAL SAFETY
Preserve International AND POLLUTION PREVENTION
P.O. Box 17003 JUN =S 2074

Reno, NV 89511

SUBJECT: Synergize
EPA Registration Number: 66171-7
Application Date: May 8, 2014
Receipt Date: May 19, 2014

Dear Mr. Gaumer:

This letter acknowledges receipt of the notification identified above submitted under the
provisions of section 3 (c) 9 of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as
amended and PR Notice 98-10 and 40 CFR 152.46.

e To update the Formulation Exemption Statement, EPA Form 8570-27
Based on a review of the submitted information, this notification is not acceptable. Your
submitted Form 8570-27 contains an additional source of active ingredient. You must provide
the CSF with this new source of active ingredient for chemistry review.

General Comments

Should you have any questions concerning this letter, please contact Emilia Oiguenblik
at (703) 347-0199 or Velma Noble at (703) 308-6233.

Si<7erel

Velma Noble

Product Manager (31)

Regulatory Management Branch I
Antimicrobials Division (7510P)

13
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*Product ingredient source information may be entitled to confidential treatment*

SEPA @9

United States
Environmental Protection Agency
Washington, DC 20460
Formulator’s Exemption Statement
(40 CFR 152.85)

Applicant’'s Name and Address EPA File Symbol/Registration Number
66171-7
Preserve International
PO Box 17003 PéOdUCt Name
nerglze
Reno, NV 89511 ynerg
Date of Confidential Statement of Formula (EPA Form 8570-4)
9/11/2003
As an authorized representative of the applicant for registration of the product identified above, | certify that: Lot
L I
L X J [ ]

(1) This product contains the following active ingredient(s): XYY

Alkyl (C12 67%, C14 25%, C16 7%, C18 1%) dimethyl benzyl ammonium chlorides e '

[

Glutaraldehyde : .o : : ¢ coe : :

[ ]
(2) Of these, each active ingredient listed in paragraph (4) is present solely as the result of the use of that active ingredie;n.t i'n'tﬁé manufacturing,
formulation or repackaging another product which contains that active ingredient which is registered under FIFRA Sectloa Seis purchased by
us from another person and meets the requirements of 40 CFR section 158.50(e)(2) or (3). cose

(3) Indicate by checking (A) or (B) below which paragraph applies:

"1 (A) An accurate Confidential Statement of Formula (EPA FORM 8570-4) for the above identified product is attached to this statement.
That formula statement indicates, by company name, registration number, and product name, the source of the active ingredient(s) listed in
paragraph (1).
OR

v! (B) The Confidential Statement of Formula (CSF)(EPA Form 8570-4) referenced above and on file with the EPA is complete, current, an
accurate and contains the information required on the current CSF.

(4) The following active ingredients in this product qualify for the formulator's exemption.

Source

Active Ingredient Product Name Registration Number

Alkyl (C12 67%, C14 25%, C16
7%, C18 1%) dimethyl benzyl
ammonium chloride

Glutaraldehyde

[ i

Signafire Name and Title Date

Gary Gaumer, President May 8, 2014

_ .~ EPATGph 8570-27 (Rev. 06-2004) Copy 1 -EPA

Copy 2 - Applicant copy

16
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m«f OFFICE OF CHEMICAL, SAFETY
AND POLLUTION PREVENTION

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

Agenct’

Gary E. Gaumer, TR
Preserve International, e
P.O. Box 17003,

Reno, NV 89511

Subject: Synergize
EPA Registration No.: 66171-7
Notification Date: December 9, 2013
EPA Receipt Date: December 26, 2013
Submission #: 945448

Dear Mr. Gaumer,

This letter acknowledges receipt of your notification submitted under the provision of FIFRA
section 3(c)9 and PR Notice 98-10.

Proposed notification request:

. Addition of PO Box to the company address
e To add a batch lot clarification statement

General Comments

Based on a review of the submitted materials your notification for your product, “Synergy”, is
acceptable.

Should you have any questions or comments concerning this letter, please contact Velma Noble
at (703) 308-6233 or Jamil Mixon at (703) 308-8032.

Sincerely
Velma Noble
Product Manager -31

Regulatory Management Branch
Antimicrobials Division (7510P)

17
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PRESERVE

INTERNATIONAL

www.Preservelnternational.com
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/World Headquarters P.O. Box 17003, Reno, NV 89517 e Bus: (775) 853-9776  Fax: (775) 406-3413  USA: (800) 995-1607
Tennessee Operation 1213 Empire Avenue, Memphis, TN 38107 e Bus: (901) 272-0031 e Fax: (901) 726-6446
California Operation 1355 Paulson Road, Turlock, CA 95380  Bus: (209) 664-1607 e Fax: (209) 664-1728

December 9, 2013

Office of Pesticides Programs (7504C)
United States Environmental Protection Agency (NOTIFICATION)

Ariel Rios Building
1200 Pennsylvania Avenue, N.W.
Washington, DC 20460

Re: Synergize, EPA Registration number 66171-7

To Whom it May Concern:

Preserve International hereby submits a notification for the following reasons:

1) Addition of PO Box 17003 to the address.
2) To add a batch (lot) clarification statement: “First letter of batch number indicates

establisiment.”
Three copies of the labe! are attached for your review.

This notification is consistent with the provisions of PR Notice 98-10 and EPA regulations at 40
CFR 152.46, and no other changes have been made to the labeling or the confidential statement of
formula of this product. I understand that it is a violation of 18 U.S.C. Sec. 1001 to willfully
make any false statement to EPA. [ further understand that if this notification is not consistent
with the terms of PR Notice 98-10 and 40 CFR 152.46. this product may be in violation of FIFRA
and | may be subject to enforcement action and penalties under sections 12 and 14 of FIFRA.

If | may be of further assistance, please feel free to contact me at 775-853-9776.
Thank vou for your time and consideration.

Sincerely,
Preserve Intégnational

Garg E. Gaumer ee o
Prgsident : seeses .« Teet
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- Print rorm

wd
Please road instructions on reverse before com ’ form. Form Approved., 1 B No. 2070-0060
P \ uted States ‘ glstration OPP ldentifier Number
\‘"EPA Environmental Protection Agency Amendment
. Washington, DC 20460 > Other

Application for Pesticide - Section |

1. Company/Product Number 2. EPA P t Manager 3. Proposed Classification
661 ?ﬂ7 v Velma f\?ggfe 0
4.C /Prod N P ENono D Restricted
'Sy?]’é‘Pgalr% roduct (Name) 'gf
5. Name and Address of Applicant finclude ZIP Code} 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
Preserve International (b)i), my product is similar or identical in composition and i{abeling
PO Box 17003 to:
Reno, NV 89511 EPA Reg. No.
D Check if this is a8 new addrsss Product Name
Section - Il
D Amendment - Explain below. D Final printed labels in response to
Agency ietter dated
D Resubmission in response to Agency letter dated D "Me Too" Application.
E Notification - Explain below. D Other - Explain below.

Explanation: Use additional pagels) if necessary. (For section | and Section ll.) .
Notification to add PO Box 17003, and to add a batch (lot) number clarification statement to the currently registered label.

Section - 1l

1. Material This Product Will Be Packaged In:

Child-Resistant Packaging Unit Packaging Water Soluble Packeging 2. Type of Container
Yes® Yes Yes Moetel
N N ¥ | Plastic
° No o Glass
. . iIf "Yes" No. per if "Yes” No. per Paper
* Cemﬁc_abon must Unit Packaging wgt. container Package wgt container Other (Specify)
be submitted |
3. Location of Net Contents information 4. Size(s) Retail Conteiner 5. Location of Label Directions
R bulk,275,250,55 X On Labol' _
E Label D Container On Labeiing accompanying product
6. Manner in Which Labal is Affixed to Product Lithograph D Other

Paper glued
{___]Stencilad

Section - IV

1. Contact Point [Complete items directly below for identification of individusl to be contacted, if necesssry, to process this applicstion.}

Telephone Noa {nelide Ares Code)

Name tle .
Gaary Gaumer Plésident 775-853-9776

. .
Certification : ** E .E 8. batd Application
) certify that the statsments | have made on this form and all attachments thereto are trus, accurate snd complete® .R.°°".V°d
| acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment 8§ ** ¢ e °(§tamped)
both under ligable law. ..’
[ X ] . osee
3. Title - e’ o
President coves® .
Il L]
: LA RN ¥
S. Date . ]
Gary Gamer December 9, 2013

EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete. White - EPA Flle Copy (ariginsl) Yellow - Applicant Cop
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SYNERGIZE -

HATCHERY ROOMS, INCUBATORS AND HATCHERS, POULTRY HOUSES AND LIVESTOCK BUILDINGS BY FOGGING:

All surfaces must be cleaned and disinfected in accordance with label directions prior to fogging. Fogging is an adjunct or supplement to normal cleaning and disinfection procedures and practices. Fogging is not used as a sanitizing treatment. Close room off so fog is confined to room to
be treated. Hatchery ventilation systers must remain on during fogging. Wear a dust mist respirator when mixing the use solution and pouring it into the fagging apparatus.

A) HATCHERY ROOMS: Vacate all personnel from hatchery room to be fogged. Close room off so fog is confined to the hatchery room to be treated. Prepare a stock solution of one (1) part Synergize to forty-two (42) parts water (3 fluid ounces Synergize to 125 fluid ounces water). Fog
this solution at a rate of 3.8 ounces per 10,000 cubic feet for the fogging times specified in the chart below. Contact your Preserve International representative to determine the recommended fogging schedule. Do not allow people to breathe or contact the fog. When fogging Synergize,
re-entry intervals (REI) and personnel protection equipment (PPE) are determined by the following hatchery room air exchange rates:

ACH for Hatchery Rooms / | Fogging Time | Re-entry Intervals PPE Required
Incubators and Hatchers (REI)
8 Air Exchanges Per Hour 5 Minutes 25 Minutes No PPE Required
12 Air Exchanges Per Hour 7.5 Minutes 15 Minutes No PPE Required
16 Air Exchanges Per Hour 10 Minutes 10 Minutes No PPE Required
20 Air Exchanges Per Hour 12.5 Minutes 10 Minutes No PPE Required
24 Air Exchanges Per Hour 15 Minutes 10 Minutes No PPE Required

Under no circumstances must the hatchery room be entered by unprotected persons before the listed re-entry intervals. If the hatchery room must be entered, before the listed re-entry intervals, then the individuals entering the room must wear a long steeve shirt and pants and an approved
NIOSH/MSHA full facepiece respirator, such as the 3M 6700-6900 series, with an organic vapor cartridge, such as the 3M 6001, and a particulate filter, such as the 3M 5N11 & 3M 501 filter retainer.

B) INCUBATORS AND HATCHERS:

Only for treatment of setters and hatchers after poultry/chicks/eggs have been removed. Not for treatment of hatchers which contain chicks/eggs. Prepare a stock solution of one (1) part Synergize to forty-two (42) parts water (3 fluid ounces Synergize to 125 fluid ounces water) 5
solution at a rate of 3.8 ounces per 10,000 cubic feet for the fogging times specified in the chart above, into sefters and hatchers immediately after transfer. Repeat daily. Discontinue hatcher treatments approximately 24 hours before puliing the hatch. Do not allow people to c. ar
breathe this fog and do not enter machines until the fog has been exhausted. To do this, install permanent fogging nozzles in setters and hatchers and use an air compressor to disperse the sanitizing solution as a fog. Itis also satisfactory to fog sefters and hatchers with a 1:1000 solution
of Synergize. If this is done, fog for 30 - 90 seconds once per hour or once every two hours.

C) POULTRY HOUSES AND LIVESTOCK BUILDINGS:

After the house has been depopulated and cleaned as in "Directions for use in farm premises, equine facilities, veal barns, ratite facilities, calf pens and vehicles", double check to be sure all people, poultry, livestock and pets have vacated the building. Close all windows, doors, curtains,
etc. making the house as closed as possible. Prepare a stock solution of one (1) part Synergize to four (4) parts water (25 fluid ounces Synergize to 100 fluid ounces water). Insert the nozzle of the fogging device through a suitable opening in the room. With the setting on maximum out-
put, for 125 fluid ounces for each 1000 cubic yards. The Fogger itseif is placed just inside the door of the building to be treated, or the nozzle of the fogger is inserted through a suitable opening in the door or building. The opening must be large enough to accommodate the nozzle. After
togging, the building must be kept closed for twenty-four (24) hours. After twenty-four (24) hours, the fog must have settled and the house can now be opened and aired. The house must be opened for a minimum of twenty-four (24) hours before it is repopulated with pouliry or livestock.
NOTE FOR POULTRY HOUSES AND LIVESTOCK BUILDINGS: The generated fog is very irritating to eyes, skin, and mucous membranes. Under no circumstances must a room or building be entered by anyone unti! the fog has completely settled. A reentry time of two (2) hours is required.
If the building or room must be entered, then the individuals entering the building or room must wear a self-contained respirator approved by NIOSH/MSHA, goggles, long sleeve shirt and pants. If feeders and waterers were not removed from the premises during treatment, or were not
adequately covered to prevent contact with the treatment, they must be washed with detergent and water before use for poultry or fivestock.

_AIR WASHERS AND INDUSTRIAL SCRUBBING SYSTEMS / RECIRCULATING COOLING AND PROCESS WATER SYSTEMS:

This product is used in industrial air washers and air washer systems which have mist-eliminating components.

SYNERGIZE must be added at the application rates described below to a water treatment system at a convenient point of uniform mixing such as a basin area. Addition is made intermittently (Slug Dose) or continuously. Badly fouled systems are shock treated with SYNERGIZE.
Under these conditions, blowdown must be discontinued for up to 24 hours.

SYNERGIZE is used in industrial process water systems that contain ultra filtration units and non-medical reverse osmosis membranes (Where approved for compatibility by the membrane manufacturer) and associated distribution systems.

Intermittent (Slug Dose) Method:

Initial Dose: When the system is noticeably fouled, apply 2.0 to 4.0 ounces of SYNERGIZE per 100 gallons of water in the system. Repeat until control is achieved.
Subsequent Dose: When microbial contro! is evident, add 1.0 to 3.0 fiuid ounces of SYNERGIZE per 100 gallons of water in the system weekly, or as needed to maintain control. Badly fouled systems must be cleaned before treatment is begun.

Continuous Feed Method:

Initial Dose: When the system is noticeably fouled, apply 2.0 to 4.0 ounces of SYNERGIZE per 100 gallons of water in the system. Repeat until control is achieved.
Subsequent Dose: Maintain this treatment level by starting a continuous feed of 1 to 4 ounces per 100 galions of water. Badly fouled systems must be cleaned before treatment is begun.

VETERINARY PRACTICE (CLINICS)YANIMAL CARE FACILITIES/ANIMAL LABORATORY/ANIMAL LIFE SCIENCE LABORATORY/ANIMAL RESEARCH CENTERS/ANIMAL QUARANTINE AREAS/ZQOS/PET SHOP/KENNELS/ANIMAL HUSBANDRY/ANIMAL BREED-
ING FACILITIES/BREEDING AND GROOMING ESTABLISHMENT/TACK SHOPS DISINFECTION DIRECTIONS: For cleaning and disinfecting the following hard, non-porous surfaces: equipment not used for animal food or water, utensils, instruments, cages, kennels, stables,
stalls and catteries. ﬁemove all animals (and) feeds from areas to be treated, animal transportation vehicles, crates, etc. Remove ali litter, droppings and manure from floors, walls and surfaces of facilities occupied or traversed by animals. Thoroughly clean ail surfaces with soap
or detergent and ringe witﬁ water. Ably 8 8Mutlon of 1/2 ounce SYNERGIZE per gallon water (dilute 1:256) for a period of 10 minutes. Immerse all halters, ropes, and other types of equipment used in handling and restraining animals as well as forks, shovels, and scrapers used
for removing litter asdemeasure. \dagtgate buildiflgs and other closed spaces. Do not house animals or employ equipment until treatment has been absorbed, set or dried. At %2 ounce per gallon of water, in the presence of 1000 ppm of hardness and 5% organic load for a 10-minute
contact time, Synerﬁ’lze wgs fgund I: be effagi@ve against Canine Parvovirus.

Staphylococcus aure:s.A.T,CAC'. MB Seee Avian Influenza (HAN2)*
Pseudomonas aeruginosa A.T.C.C. 15442 Escherichia Coli F18
Salmonella enterica A.T.C.C. 10708 Porcine circovirus Type 2*
Asperdlilus fentigatus A.T.QC. 3¢5Q7, ° Canine parvovirus A.T.C.C. VR-2016*
Pordhe Bespilitory & Reprosluctive §yndrome Vus Thrs) Salmonelia Choleraesuis
Salmosella Ergeritidig s o . .

@

os ° ®
®se o =0 MandrgAured By:® e
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Reno, NV 89511 - (800) 995-1607 - www.preserveinternational.com
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DESCRIPTION

SYNERGIZE is a multi-purpose disinfectant-cleaner. SYNERGIZE provides a broad
spectrum kil of gram negative and gram positive microorganisms. SYNERGIZE provides
effective disinfecting and cleaning in one operation. SYNERGIZE is effective in warm,
soft or hard water (as much as 1000 ppm CaCOS3) and performs especially weil in areas
containing 5% serum.

SYNERGIZE is for use on glazed ceramic and tile surfaces. stainless stee), aluminum,
chrome, galvanized metal. tin, brass, zinc, glass, hard non-porous treated wood. poly-
ethylene, polypropylene. PVC (polyvinyl chloride), vinyl, sealed fibergiass, viton, ethylene
propylene, nitrile, acrylic and polyurethane.

DIRECTIONS FOR USE:

It is in violation of Federal Law to use this product in a manner inconsistent with its label-
ing. Registered for disinfecting and cleaning hard non-porous surfaces. Not for use on
feed. food or litter.

SYNERGIZE cleaner-disinfectant is specifically formulated for industrial use in the following
Animal and Poultry Housing facilities: Turkey, Breeder, Grow Out, Fryer, Layer, Hatcheries
and Swine Producing Facilities as well as the following equipment in these facilities:
Waterers, Feeders, Hauling Equipment, Dressing Plants, Loading Equipment, Farrowing
Barns, Nurseries, Blocks, Creep Areas, and Chutes. This product is also for use in Farm:
Premise, Equine Facilities, Veal Barns, Ratite Facilities (Ostrich, Emu and Rhea Facilities),
Calf Pens and associated Farm Vehicles.

USE DIRECTIONS:

To disinfect and clean hard non-porous surfaces of walls, floors, tables, sinks, refrigerator
exteriors, telephone booths and garbage cans in non-animal areas associated with th=
sites noted above. Apply a solution of 1/2 ounce SYNERGIZE per gallon water (dilute
1:256) to precleaned surfaces. Apply with cloth, sponge, mop or mechanical coarse spray
device, making sure all surfaces are wetted thoroughty. Allow surfaces to remain wet for
10 minutes. All surfaces must be rinsed with clean water and allowed to dry before reuse.

BOOT/SHOE WASH: To prevent cross contamination into animal areas, shoe baths con-
taining one inch of freshly made disinfecting solution must be placed at all entrances to
building. Scrape waterproof shoes or boots and place in a 1/2 ounce SYNERGIZE per gal-
lon water solution. Allow the solution to come in contact with the boot/shoe for 10 minutes.
Change the disinfecting solution when solution becomes visibly dirty.

VEHICLES: To disinfect the non-porous, hard surfaces of vehicles use a solution of 1/2
ounce SYNERGIZE per gallon of water. Apply using a high pressure or coarse spray sys-
tem. Leave all treated surfaces exposed to solution for 10 minutes, or more and allow to air
dry. All treated surfaces that will contact feed or drinking water must be thoroughly scrubbed
with soap or detergent then rinsed with potable water before reuse.

DIRECTIONS FOR USE IN SWINE PRODUCING FACILITIES:

1) Remove all animals and feed from the premises, vehicles and enciosures.

2) Empty all troughs, racks, and other feeding and walering appliances.

3} Remove all gross soil. bedding, manure, caked on dirt. spider webs, etc. from walls to
ceilings of barns, pens, stalls, chutes, and other facilities occupied or traversed by hogs
or other animalis.

4) Thoroughly clean all surfaces with soap or detergent and rinse with water.

5) Thoroughly saturate all surfaces with a solution of 1/2 oz. SYNERGIZE per gallon of
water (1:256), using conventional spraying methods.

6) Allow all treated areas to remain in contact with this solution for at least 10 minutes.
7) Immerse equipment used in handling and restraining animals, forks, shovels, and
scrapers used for removing manure in SYNERGIZE at a dilution of 1:256. Allow to remain
in contact for at least 10 minutes.

8) Ventilate buildings, and other closed spaces. Do not house swine or other livestock
until treatment has been absorbed, set, or dried.

9) Thoroughly scrub treated feed racks, troughs, automatic feeders, fountains, waterers
and equipment which may come in contact with food with soap or detergent, and rinse
with potable water before reuse.

DIRECTIONS FOR WSE Iy FARM QHE%ES S, EQUINE FACILITIES, VEAL BARNS,
RATITES FACILITIE® CALS PENS AND IbLES:
1} Do not use in milki sFaE. rgiRiRgﬂparlors, o milk houses.
2) Remove all animale and eqfromjxe prBfifs, vehicles, and enciosures.
3) Remove all gross soi® Bedding smgurey gageg on dirt, spider webs, etc. from floors, sur-
faces, and from walls to ceiling of barns, pens, stalis, chutes, and other facilities occupied
or traversed by hogs or other animals.
4) Empt)‘all tro.ughs, racks, and other teeding and watering appliances.
5) Thosoughly clqaﬁ all surﬁa&e with&®ap or detergenigag@rinse with water.
6) Thd®oughly ssturate aII;uréces yi&m a solutigr?ot 142 oz. SYNERGIZE per gallon of
water‘!.‘zse), ugin cnvendiomal epraying mgghods. Allgw to remain in contact with this

y ) .
solutios §og at legst 10 mlrwtgs'. . L] . . Y :o

— Manufactured by:

PRESERV

INTERNATIONAL
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SYNERGIZE"

CLEANER-DISINFECTANT

STAPHYLOCIDAL - PSEUDOMONACIDAL
. SALMONELLACIDAL - VIRUCIDAL*

¢ -PARVOCIDAL - FUNGICIDAL @E

‘ ASPERGILLOCIDAL

Synergize cleaner-disinfectant is specifically formulated for industrial use in the
following Animal and Poultry Housing facilities: Turkey, Breeder, Grow Out, Fryer,
Layer, Hatcheries and Swine Producing Facilities as well as the following equip-
ment in these facilities: Waterers, Feeders, Hauling Equipment, Loading Equipment,
Farrowing Barns, Nurseries, Blocks, Creep Areas, and Chutes. This product is also
for use in Farm Premise, Equine Facilities, Veal Barns, Ratite Facilities (Ostrich,
Emu and Rhea Facilities), Calf Pens and associated Farm Vehicles, Veterinary
Practice, Animal Care, and Animal Laboratory.

Active Ingredients:
Alkyl (C12 67%, C14 25%, C16 7%, C18 1%) dimethyl benzyl ammonium chloride.....26.00%

GIUAFAIAENYAE. ...ttt et 7.00%
1M INGIEAIBIES ..o oottt 67.00%
TOTAL ettt e 100.00%

KEEP OUT OF REACH OF CHILDREN
DANGER

SEE SIDE PANEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS

See First Aid statement and additional precautions on side panel

7) Immerse all halters, ropes, and other types of equipment used in handiing and
restraining animails, as well as forks. shovels and scrapers used for removing manure in
a solution of 1/2 oz. SYNERGIZE per galion of water {1:256). Allow to remain in contact
for 10 minutes.

8) Ventilate buildings, cars, boats, coops and other closed spaces. Do not house poultry
or livestock or employ equipment until treatment has been absorbed, set or dried.

9) Thoroughly scrub treated feed racks, troughs, automatic feeders, fountains, waterers
and equipment which may come in contact with food with soap or detergent, and rinse
with potable water before reuse.

DIRECTIONS FOR USE IN POULTRY HOUSE:

1) Remove all pouliry and feeds from premises, trucks, coops, and crates.

2) Remove all litter and droppings from fioors, walls and surfaces of facilities occupied
or traversed by poultry.

3) Empty all troughs, racks, and other feeding and watering appliances.

4) Thoroughly clean all surfaces with soap or detergent and rinse with water.

5) Saturate surfaces with 1/2 ounce SYNERGIZE per gallon water {dilute1:256) for a
period of 10 minutes.

6) Ventilate building, coops, and other closed spaces. Do not house poultry or employ
equipment until treatment has been absorbed, set, or dried.

7) Thoroughly scrub treated feed racks, troughs, automatic feeders, fountains, waterers
and equipment which may come in contact with food with soap or detergent, and rinse
with potable water before reuse.

66171-7
66171-TN-001, 66171-CA-001

{First letter of batch number indicates establishment}
5,891,922

EPA Reg. No.
EPA Est.

Patent Number:

Batch No: Net Contents:

PO Box 17003, Reno, NV 89511 -+ (800) 995-1607 * www.preserveinternational.com

STORAGE AND DISPOSAL 1

Do not contaminate water, food, or feed. by storage and disposal.

PESTICIDE STORAGE:

Store away from heat. Do not transfer to another container. Do not reuse empty container
PESTICIDE DISPOSAL:

Pesticide wastes are acutely hazardous. Improper disposal of excess pesticide, spray
mixture, or rinsate is a violation of Federal law. If these wastes cannot be disposed of
by use according to label instruction, contact your State Pesticide or Environmental
Control Agency or the Hazardous Waste representative at the nearest EPA Regionat
Office for guidance.

Container Handling: Nonrefillable container. Do not reuse or refill this container. Offer
for recycling if available. or offer tor reconditioning if appropriate, or puncture and dispose
of in a sanitary landfill, or by other procedures approved by state and local authorities.
(For greater than 5 gallons) Triple rinse container (or equivalent) promptly after emptying.
Triple rinse as follows: Empty remaining contents into application equipment or a mix
tank. Fill the container 1/4 full with water. Replace and tighten closures. Tip container
on its side and roli it back and forth, ensuring at least one complete revolution, for 30
seconds. Stand the container on its end and tip it back and forth several times. Turn
the container over onto its other end and tip it back and forth several times. Dispose
of rinsate as noted in the pesticide disposal section. Repeat this procedure two more
times. (For 5 gallons or less) Triple rinse container (or equivalent) promptly after empty-
ing. Triple rinse as follows: Empty the remaining contents into application equipment or
a mix tank and drain for 10 seconds after the flow begins to drip. Fill the container 1/4
full with water and recap. Shake for 10 seconds. Dispose of rinsate as noted i~ the
pesticide disposal section. Drain for 10 seconds after the flow begins to drip *
this procedure two more times.

General: Consult Federal, State or local disposal authorities for approved ah e
procedures.

PRECAUTIONARY STATEMENTS

Hazards to humans and domestic animals

DANGER

KEEP OUT OF REACH OF CHILDREN. Corrosive. Causes irreversible eye damage and
skin burns. May be fatal if inhaled. Harmful if swallowed or absorbed through skin. Do not
get in eyes, on skin or on clothing. Do not breathie spray mist. Wear goggles or face shield.
Wear a dust/mist/filtering respirator (MSHA/NIOSH approval number prefix TC-21C) or a
NIOSH approved respirator with any N, P, R, or HE prefilter. Wear protective clothing and
rubber gloves. Prolonged or frequent repeated skin contact may cause allergic reaction in
some individuals. Wash hands before eating. drinking, chewing gum, using tobacco or using
the toilet. Remove contaminated clothing and wash before reuse.

ENVIRONMENTAL HAZARDS: This product is toxic to fish, aquatic invertebrates, oys-
ters, and shrimp. Do not apply directly to water. Do not contaminate water by cleaning of
equipment or disposal of wastes. Do not discharge effluent containing this product into
lakes, streams, ponds. estuaries, oceans or other water unless in accordance with the
requirements of a National Pollutant Discharge Elimination System (NPDES) permit and
the permitting authority has been notified in writing prior to discharge. Do not discharge
effluent containing this product to sewer systems without previously notifying the local
sewage treatment plant authority. For guidance contact your State Water Board or Re-
gional Office of the EPA.

FIRST AID

IF IN EYES: Hold eye open and rinse slowly and gently with water for 15-20 minutes;
remove cortact lenses, if present, after the first 5 minutes, then continue rinsing eye; call
a poison control center or doctor for treatment advice.

tF ON SKIN OR CLOTHING: Take off contaminated clothing; rinse skin immediately
with plenty of water for 15-20 minutes; call a poison control center or doctor for treat-
ment advice.

tF INHALED: Move person to fresh air. If person is not breathing, call 911 or an ambu-
lance, then give artificial respiration, preferably by mouth-to-mouth, if possible; call a
poison control center or doctor for further treatment advice.

IF SWALLOWED: Call a poison control center or doctor immediately for treatment
advice; have person sip a glass of water if abie to swallow; do not induce vomiting unless
told to do so by the poison control center or doctor; do not give anything by mouth to an
unconscious person.

HOT LINE NUMBER: Have the product container or label with you when calling a poison
control center or doctor, or going for treatment. You may also contact 1 (800) 255-3924
for emergency medical treatment information. For information on this pesticide (including
health concerns, medical emergencies, or pesticide incidents), call the National Pesticide
Telecommunications Network at 1 (800) 858-7378.

NOTE TO PHYSICIAN: Probable mucosal damage may contraindicate the use of gastric
lavage. Measures against circulatory shock, respiratory depression and convulsion may

be needed.
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DESCRIPTION

SYNERGIZE is a multi-purpose disinfectant-cleaner. SYNERGIZE provides a broad
spectrum kill of gram negative and gram positive microorganisms. SYNERGIZE provides
effective disinfecting and cleaning in one operation. SYNERGIZE is effective in warm,
soft or hard water (as much as 1000 ppm CaCQO3) and performs especially well in areas
containing 5% serum.

SYNERGIZE is for use on giazed ceramic and tile surfaces, stainless steel, aluminum,
chrome, galvanized metal, tin, brass, zinc, glass, hard non-porous treated wood, poly-
ethylene, polypropylene, PVC (polyvinyl chloride), vinyl, sealed fiberglass, viton, ethylene
propylene. nitrile, acrylic and polyurethane.

DIRECTIONS FOR USE:

It is in violation of Federal Law to use this product in a manner inconsistent with its labei-
ing. Registered for disinfecting and cleaning hard non-porous surfaces. Not for use on
feed, food or litter.

SYNERGIZE cleaner-disinfectant is specifically formulated for industrial use in the following
Animal and Poultry Housing facilities: Turkey, Breeder, Grow Out, Fryer, Layer, Hatcheries
and Swine Producing Facilities as well as the following equipment in these facilities:
Waterers, Feeders, Hauling Equipment, Dressing Plants, Loading Equipment, Farrowing
Barns, Nurseries, Blocks, Creep Areas, and Chutes. This product is also for use in Farm
Premise, Equine Facilities, Veal Barns, Ratite Facilities {Ostrich, Emu and Rhea Facilities),
Calf Pens and associated Farm Vehicles.

USE DIRECTIONS:

To disinfect and clean hard non-porous surfaces of walls, floors, tables, sinks, refrigerator
exteriors, telephone booths and garbage cans in non-animal areas associated with th:=
sites noted above. Apply a solution of 1/2 ounce SYNERGIZE per gallon water (dilute
1:256) to precleaned surfaces. Apply with cloth, sponge, mop or mechanical coarse spray
device, making sure all surfaces are wetted thoroughly. Allow surfaces to remain wet for
10 minutes. All surfaces must be rinsed with clean water and allowed to dry before reuse.

BOOT/SHOE WASH: To prevent cross contamination into animal areas, shoe baths con-
taining one inch of freshly maoe disinfecting solution must be placed at all entrances to
building. Scrape waterproof shoes or boots and place in a 1/2 ounce SYNERGIZE per gal-
lon water solution. Aliow the solution to come in contact with the boot/shoe for 10 minutes
Change the disinfecting solution when solution becomes visibly dirty.

VEHICLES: To disinfect the non-porous. hard surfaces of vehicles use a solution of 1/2
ounce SYNERGIZE per gallon of water. Apply using a high pressure or coarse spray sys-
tem. Leave all treated surfaces exposed to solution for 10 minutes, or more and allow to air
dry. All treated surfaces that will contact feed or drinking water must be thoroughly scrubbed
with soap or detergent then rinsed with potable water before reuse.

DIRECTIONS FOR USE IN SWINE PRODUCING FACILITIES:

1) Remove ali animals and feed from the premises, vehicles and enclosures.

2) Empty all troughs, racks. and other feeding and watering appliances.

3) Remove all gross soil. bedding, manure, caked on dirt. spider webs, etc. from walls to
ceilings of barns, pens, stalls, chutes, and other facilities occupied or traversed by hogs
or other animals.

4) Thoroughly clean all surfaces with soap or detergent and rinse with water.

5) Thoroughly saturate all surfaces with a solution of 1/2 0z. SYNERGIZE per gallon of
water (1:256), using conventional spraying methods.

6) Allow all treated areas to remain in contact with this solution for at least 10 minutes.
7) Immerse equipment used in handling and restraining animals, forks, shovels, and
scrapers used for removing manure in SYNERGIZE at a dilution of 1:256. Allow to remain
in contact for at least 10 minutes.

8) Ventilate buildings, and other closed spaces. Do not house swine or other livestock
until treatment has been absorbed, set, or dried.

9) Thoroughly scrub treated feed racks, troughs, automatic feeders, fountains, waterers
and equipment which may come in contact with food with soap or detergent, and rinse
with potable water before reuse.

DIRECTIONS FOR WSE IN FARM BREQASES. EQUINE FACILITIES, VEAL BARNS,

RATITES FACILITIEsFe PENS AND VEHIELES:

1) Do not use in milkigg stags, g\iﬂ(ﬁgparlo.rsba milk houses.

2) Remove all anima® anddecce fromghe premiges, vehicles, and enclosures.

3) Remove all gross soff, Bedding®r®Mure eakaxi on dirt, spider webs, etc. from floors, sur-

faces, and from walls to ceiling of barns, pens, stalls, chutes, and other facilities occupied

or traversed by hogs or other animals.

4) Emptwall trgighs. racks, ind other feeding and watering appliances.

5) Thawoughly clean all sugaces wﬂn'saap or dBi@@en®am@rinse with water.

6) Thrﬁwghly sRturate allesur@aces avith a solutjpr! of 12 oz. SYNERGIZE per gallon of

water ¢1:256), ugigg cﬁnvenﬁmal.%pra.ying methods. Aligw to remain in contact with this
.

solutidh@c® at least 10 mimps: e . L4 [ X
.

== Manufactured by:

PRESERVE

INTERNATIONAL
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SYNERGIZE

CLEANER-DISINFECTANT

STAPHYLOCIDAL - PSEUDOMONACIDAL
- SALMONELLACIDAL - VIRUCIDAL*
- PARVOCIDAL - FUNGICIDAL 5)@5
ASPERGILLOCIDAL

Synergize cleaner-disinfectant is specifically formulated for industrial use in the
following Animal and Poultry Housing facilities: Turkey, Breeder, Grow Out, Fryer,
Layer, Hatcheries and Swine Producing Facilities as well as the following equip-
ment in these facilities: Waterers, Feeders, Hauling Equipment, Loading Equipment,
Farrowing Barns, Nurseries, Blocks, Creep Areas, and Chutes. This product is also
for use in Farm Premise, Equine Facilitics, Veal Barns, Ratite Facilities (Ostrich,
Emu and Rhea Facilities), Calf Pens and associated Farm Vehicles, Veterinary
Practice, Animal Care, and Animal Laboratory.

W@E

Active Ingredients:
Alkyl (C12 67%, C14 25%, C16 7%, C18 1%) dimethyl benzyl ammonium chioride.....26.00%
Glutaraldehyde... ..7.00%
Inert Ingredients 67.00%
..100.00%

KEEP OUT OF REACH OF CHILDREN
DANGER

SEE SIDE PANEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS

See First Aid statement and additional precautions on side panel

7) Immerse all haiters, ropes. and other types of equipment used in handling and
restraining animals. as well as forks, shovels and scrapers used for removing manure in
a solution of 1/2 oz. SYNERGIZE per gallon of water {1:256). Allow to remain in contact
for 10 minutes.

8) Ventilate buildings, cars, boats, coops and other closed spaces. Do not house poultry
or livestock or employ equipment until treatment has been absorbed, set or dried.

9} Thoroughly scrub treated feed racks. troughs, automatic feeders, fountains, waterers
and equipment which may come in contact with food with soap or detergent, and rinse
with potable water before reuse.

DIRECTIONS FOR USE IN POULTRY HOUSE: .

1) Remove all poultry and feeds from premises, trucks, coops. and crates.

2) Remove all litter and droppings from floors, walls and surfaces of facilities occupied
or traversed by poultry.

3) Empty all troughs, racks, and other feeding and watering appliances.

4) Thoroughly clean all surfaces with soap or detergent and rinse with water.

5) Saturate surfaces with 1/2 ounce SYNERGIZE per gallon water (dilute1:256) for a
period of 10 minutes.

6) Ventilate building. coops, and other closed spaces. Do not house poultry or employ
equipment until treatment has been absorbed, set, or dried.

7) Thoroughly scrub treated feed racks, troughs, automatic feeders, fountains, waterers
and equipment which may come in contact with food with soap or detergent, and rinse
with potable water before reuse.

EPA Reg. No.
EPA Est.

66171-7
66171-TN-001, 66171-CA-001
(First letter of batch number indicates establishment)

Patent Number: 5,891,922

Batch No: Net Contents:

PO Box 17003, Reno, NV 89511 » (800) 995-1607 » www.preserveinternational.com

STORAGE AND DISPOSAL L

Do not contaminate water, food, or feed, by storage and disposal.

PESTICIDE STORAGE: v,
Store away from heat. Do not transfer to another container. Do not reuse empty cohtainer .
PESTICIDE DISPOSAL: -

Pesticide wastes are acutely hazardous. Improper disposal of excess pesticide, spray
mixture, or rinsate is a violation of Federal law. if these wastes cannot be disposed of
by use according lto label instruction, contact your State Pesticide or Environmental
Control Agency or the Hazardous Waste representative at the nearest EPA Regional
Office for guidance.

Container Handling: Nonrefillable container. Do not reuse or refill this container. Offer
for recycling if available, or offer for reconditioning if appropriate, or puncture and dispose
of in a sanitary landfill, or by other procedures approved by state and local authorities.
(For greater than 5 gallons) Triple rinse container (or equivalent) promptly after emptying.
Triple rinse as follows: Empty remaining contents into application equipment or a mix
tank. Fill the container 1/4 full with water. Replace and tighten closures. Tip container
on its side and roll it back and forth, ensuring at least one complete revolution, for 30
seconds. Stand the container on its end and tip it back and forth several times. Turn
the container over onto its other end and tip it back and forth several times. Dispose
of rinsate as noted in the pesticide disposal section. Repeat this procedure two more
times. (For 5 gallons or less) Triple rinse container (or equivalent) promptly after empty-
ing. Triple rinse as foliows: Empty the remaining contents into application equipment or
a mix tank and drain for 10 seconds after the flow begins to drip. Fill the container 1/4
full with water and recap. Shake for 10 seconds. Dispose of rinsate as noted "~ the
pesticide disposal section. Drain for 10 seconds after the fiow begins to drip.

this procedure two more times.

General: Consult Federal, State or local disposal authorities for approved ah. 2
procedures.

PRECAUTIONARY STATEMENTS

Hazards to humans and domestic animals

DANGER

KEEP OUT OF REACH OF CHILDREN. Corrosive. Causes irreversible eye damage and
skin burns. May be fatal if inhaled. Harmful if swallowed or absarbed through skin. Do not
get in eyes, on skin or on clothing. Do not breathe spray mist. Wear goggles or face shield.
Wear a dust/mist/filtering respirator (MSHA/NIOSH approval number prefix TC-21C) or a
NIOSH approved respirator with any N, P, R, or HE prefilter. Wear protective clothing and
rubber gloves. Prolonged or frequent repeated skin contact may cause allergic reaction in
some individuals. Wash hands before eating, drinking, chewing gum, using tobacco or using
the toilet. Remove contaminated clothing and wash before reuse.

ENVIRONMENTAL HAZARDS: This product is toxic to fish, aquatic invertebrates, oys-
ters, and shrimp. Do not apply directly to water. Do not contaminate water by cleaning of
equipment or disposal of wastes. Do not discharge effluent containing this product into
lakes, streams, ponds, estuaries, oceans or other water unless in accordance with the
requirements of a National Pollutant Discharge Elimination System (NPDES) permit and
the permitting authority has been notified in writing prior to discharge. Do not discharge
effluent containing this product to sewer systems without previously notifying the local
sewage treatment plant authority. For guidance contact your State Water Board or Re-
gional Office of the EPA.

FIRST AID ]

IF IN EYES: Hold eye open and rinse slowly and gently with water for 15-20 minutes;
remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye; call
a poison control center or doctor for treatment advice.

IF ON SKIN OR CLOTHING: Take off contaminated clothing; rinse skin immediately
with plenty of water for 15-20 minutes; call a poison control center or doctor for treat-
ment advice.

IF INHALED: Move person to fresh air. If person is not breathing, call 911 or an ambu-
lance, then give artificial respiration, preferably by mouth-to-mouth, if possible; call a
poison control center or doctor for further treatment advice.

IF SWALLOWED: Call a poison control center or doctor immediately for treatment
advice; have person sip a glass of water if able to swallow; do not induce vomiting unless
told to do so by the poison control center or doctor; do not give anything by mouth to an
unconscious person.

HOT LINE NUMBER: Have the product container or fabel with you when calling a poison
control center or doctor, or going for treatment. You may also contact 1 (800) 255-3924
for emergency medical treatment information. For information on this pesticide (including
health concerns, medical emergencies, or pesticide incidents), call the National Pesticide
Telecommunications Network at 1 (800) 858-7378.

NOTE TO PHYSICIAN: Probable mucosal damage may contraindicate the use of gastric
lavage. Measures against circulatory shock, respiratory depression and convulsion may
be needed.

25

12/9/13




SYNERGIZE -

HATCHERY ROOMS, INCUBATORS AND HATCHERS, POULTRY HOUSES AND LIVESTOCK BUILDINGS BY FOGGING:

All surfaces must be cleaned and disinfected in accordance with label directions prior to fogging. Fogging is an adjunct or supplement to normal cleaning and disinfection procedures and practices. Fogging is not used as a sanitizing treatment. Close room off so fog is confined to room to
be treated. Hatchery ventilation systems must remain on during fogging. Wear a dust mist respirator when mixing the use solution and pouring it into the fogging apparatus.

A} HATCHERY ROOMS: Vacate all personnel from halchery room to be fogged. Close room off so fog is confined to the halchery room to be treated. Prepare a stock solution of one (1) part Synergize to forty-two {42) parts water (3 fluid ounces Synergize to 125 fluid ounces water). Fog

this solution at a rate of 3.8 ounces per 10,000 cubic feet for the fogging times specified in the chart below. Contact your Preserve International representative to determine the recommended fogging schedule. Do not ailow people to breathe or contact the fog. When fogging Synergize,
re-entry intervals (RE) and personnel protection equipment (PPE) are determined by the following hatchery room air exchange rates:

ACH for Hatchery Rooms / | Fogging Time | Re-entry Intervals PPE Required
Incubators and Hatchers (RE!)

8 Air Exchanges Per Hour 5 Minutes 25 Minutes No PPE Required
12 Air Exchanges Per Hour 7.5 Minutes 15 Minutes No PPE Required
16 Air Exchanges Per Hour 10 Minutes 10 Minutes No PPE Required
20 Air Exchanges Per Hour 12.5 Minutes 10 Minutes No PPE Required
24 Air Exchanges Per Hour 156 Minutes 10 Minutes No PPE Required |

Under no circumstances must the hatchery room be entered by unprotected persons before the listed re-entry intervals. If the hatchery room must be entered, before the listed re-entry intervals, then the individuals entering the room must wear a long sleeve shirt and pants and an approved
NIOSH/MSHA full facepiece respirator, such as the 3M 6700-6900 series, with an organic vapor cartridge, such as the 3M 6001, and a particulate filter, such as the 3M 5N11 & 3M 501 filter retainer.

B) INCUBATORS AND HATCHERS:

Only for treatment of setters and hatchers after poultry/chicks/eggs have been removed. Not for treatment of hatchers which contain chicks/eggs. Prepare a stock solution of one (1) part Synergize to forty-two (42) parts water (3 fluid ounces Synergize to 125 fluid ounces water). .
solution at a rate of 3.8 ounces per 10,000 cubic feet for the fogging times specified in the chart above, into setters and hatchers immediately after transfer. Repeat daily. Discontinue hatcher treatments approximately 24 hours before pulling the hatch. Do not allow people to c. ar
breathe this fog and do not enter machines until the fog has been exhausted. To do this, instail permanent fogging nozzles in setters and hatchers and use an air compressor to disperse the sanitizing solution as a fog. It is also satisfactory to fog setters and hatchers with a 1:1000 solution
of Synergize. If this is done, fog for 30 - 90 seconds once per hour or once every two hours.

C) POULTRY HOUSES AND LIVESTOCK BUILDINGS:

After the house has been depopulated and cleaned as in "Directions for use in farm premises, equine facilities, veal barns, ratite facilities, calf pens and vehicles”, double check to be sure all people, poultry, livestock and pets have vacated the building. Close ail windows, doors, curtains,
etc. making the house as closed as possible. Prepare a stock solution of one (1) part Synergize to four (4) parts water (25 fluid ounces Synergize to 100 fluid ounces water). Insert the nozzle of the fogging device through a suitable opening in the room. With the setting on maximum out-
put, for 125 fluid ounces for each 1000 cubic yards. The Fogger itself is placed just inside the door of the building to be treated, or the nozzle of the fogger is inserted through a suitable opening in the door or building. The opening must be large enough to accommodate the nozzle. After
fogging. the building must be kept closed for twenty-four (24) hours. After twenty-four (24) hours. the fog must have settied and the house can now be opened and aired. The house must be opened for a minimum of twenty-four (24} hours before it is repopulated with poultry or livestock.
NOTE FOR POULTRY HOUSES AND LIVESTOCK BUILDINGS: The generated fog is very irritating to eyes, skin, and mucous membranes. Under no circumstances must a room or building be entered by anyone until the fog has completely settled. A reentry time of two (2) hours is required.
If the building or room must be entered, then the individuals entering the building or room must wear a self-contained respirator approved by NIOSH/MSHA, goggles, long sleeve shirt and pants. If feeders and waterers were not removed from the premises during treatment, or were not
adequately covered to prevent contact with the treatment, they must be washed with detergent and water before use for poultry or livestock.

AIR WASHERS AND INDUSTRIAL SCRUBBING SYSTEMS / RECIRCULATING COOLING AND PROCESS WATER SYSTEMS:

This product is used in industrial air washers and air washer systems which have mist-climinating components.

SYNERGIZE must be added at the application rates described below to a water treatment system at a convenient point of uniform mixing such as a basin area. Addition is made intermittently (Siug Dose) or continuously. Badly fouled systems are shock treated with SYNERGIZE.
Under these conditions. blowdown must be discontinued for up to 24 hours.

SYNERGIZE is used in industrial process water systems that contain ultra filtration unils and non-medical reverse osmosis membranes (Where approved for compatibility by the membrane manufacturer) and associated distribution systems.

Intermittent (Slug Dose) Method:

Initial Dose: When the system is noticeably fouled, apply 2.0 to 4.0 ounces of SYNERGIZE per 100 gailons of water in the system. Repeat until control is achieved.
Subsequent Dose: When microbial control is evident, add 1.0 to 3.0 fiuid ounces of SYNERGIZE per 100 gallons of water in the system weekly, or as needed to maintain control. Badly fouled systems must be cleaned before treatment is begun.

Continuous Feed Method:

Initial Dose: When the system is noticeably fouled, apply 2.0 to 4.0 ounces of SYNERGIZE per 100 gallons of water in the system. Repeat until control is achieved.
Subsequent Dose: Maintain this treatment leve! by starting a continuous feed of 1 to 4 ounces per 100 gallons of water. Badly fouled systems must be cleaned before treatment is begun.

VETERINARY PRACTICE {(CLINICSYANIMAL CARE FACILITIES/ANIMAL LABORATORY/ANIMAL LIFE SCIENCE LABORATORY/ANIMAL RESEARCH CENTERS/ANIMAL QUARANTINE AREAS/ZOOS/PET SHOP/KENNELS/ANIMAL HUSBANDRY/ANIMAL BREED-
ING FACILITIES/BREEDING AND GROOMING ESTABLISHMENT/TACK SHOPS DISINFECTION DIRECTIONS: For cleaning and disinfecting the following hard, non-porous surfaces: equipment not used for animal food or water, utensils, instruments, cages, kennels, stables,
stalls and catteries#Remeve all animals(arWUeeds from areas to be treated, animal transportation vehicles, crates, etc. Remove all litter, droppings and manure from fioors, walls and surtaces of facilities occupied or traversed by animals. Thoroughly clean all surfaces with soap
or detergent and rit5§ wim water. Abply a solgtion of 1/2 ounce SYNERGIZE per gallon water (dilute 1:256) for a period of 10 minutes. immerse all halters, ropes, and other types of equipment used in handling and restraining animals as well as forks, shovels, and scrapers used
for removing litter g m@u@.%rilate buil®ngs and other closed spaces. Do not house animals or employ equipment until treatment has been absorbed, set or dried. At %2 ounce per galion of water, in the presence of 1000 ppm of hardness and 5% organic load for a 10-minute
contact time, Synefgize was éound o be fﬁﬁive against Canine Parvovirus.

oo LA X Y ¥

Staphylococcus aureus A.T.C.C. 6538 Avian Influenza (H3N2)*
Pseudomonas aeruginosa A.T.C.C. 15442 Escherichia Coli F18
Salmgnefla r&te.rica A.T.C.C. 10708 Porcine circovirus Type 2*
Asmergius tugnigatus AJ.t;:. F00Y ®ee oo Canine parvovirus A T.C.C. VR-2016*
Pof®ine Respiratory & %preductige.Syndromg ®rus (PRRS)* Salmonelia Choleraesuis
SalgBnella Eﬁtgritias e o o o :

so0 o e o 0 o

'Manuhctured.by:. . DOT SHIPPING NAME
PRESER VE UN3264, Corrosive Liquid, Acidic, Inorganic, 12/8/13
INTERNATIONAL n.o.s. (Phosphoric Acid), 8, PG il

Reno, NV 89511 - (800) 995-1607 - www.preserveinternational.com
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SYNERGIZE _—

HATCHERY ROOMS, INCUBATORS AND HATCHERS, POULTRY HOUSES AND LIVESTOCK BUILDINGS BY FOGGING: £

All surfaces must be cleaned and disinfected in accordance with tabel directions prior to fogging. Fogging is an adjunct or suppiement to normal cleaning and disinfection procedures and practices. Fogging is not used as a sanitizing treatment. Close room oft so fog is confined to room to
be treated. Hatchery ventilation systems must remain on during fogging. Wear a dust mist respirator when mixing the use solution and pouring it into the fogging apparatus.

A) HATCHERY ROOMS: Vacate all personnel from hatchery room to be fogged. Close room off so fog is confined to the hatchery room to be treated. Prepare a stock solution of one (1) part Synergize 1o forty-two (42) parts water (3 fluid ounces Synergize to 125 fluid ounces water). Fog
this solution at a rate of 3.8 ounces per 10,000 cubic feet for the fogging times specified in the chart below. Contact your Preserve Intemational representative to determine the recommended fogging schedule. Do not allow people to breathe or contact the fog. When fogging Synergize,
re-entry intervais (REI) and personnel protection equipment (PPE) are determined by the following hatchery room air exchange rates:

ACH for Hatchery Rooms / | Fogging Time | Re-entry Intervals PPE Required
Incubators and Hatchers (REIl)
8 Air Exchanges Per Hour 5 Minutes 25 Minutes No PPE Required
12 Air Exchanges Per Hour 7.5 Minutes 15 Minutes No PPE Required
16 Air Exchanges Per Hour 10 Minutes 10 Minutes No PPE Required
20 Air Exchanges Per Hour 12.5 Minutes 10 Minutes No PPE Required
24 Air Exchanges Per Hour 15 Minutes 10 Minutes No PPE Required

Under no circumstances must the hatchery room be entered by unprotected persons before the listed re-entry intervals. If the hatchery room must be entered, before the listed re-entry intervals, then the individuals entering the room must wear a long sleeve shirt and pants and an approved
NIOSHMSHA full facepiece respirator, such as the 3M 6700-6300 series, with an organiz vapor cartridge, such as the 3M 6001, and a particulate filter, such as the 3M 5N11 & 3M 501 filter retainer.

B) INCUBATORS AND HATCHERS:

Only for treatment of setters and hatchers after pouitry/chicks/eggs have been removed. Not for treatment of hatchers which contain chicks/eggs. Prepare a stock solution of one (1) part Synergize to forty-two (42) parts water (3 ftuid ounces Synergize to 125 fluid ounces water).

solution at a rate of 3.8 ounces per 10,000 cubic feet for the fogging times specified in the chart above, into setters and hatchers immediately after transfer. Repeat daily. Discontinue hatcher treatments approximately 24 hours before pulling the hatch. Do not allow people to c 11
breathe this fog and do not enter machines until the fog has been exhausted. To do this, install permanent fogging nozzles in setters and hatchers and use an air compressor to disperse the sanitizing solution as a fog. Itis also satisfactory to fog setters and hatchers with a 1:1000 solution
of Synergize. If this is done, fog for 30 - 80 seconds once per hour or once every two hours.

C) POULTRY HOUSES AND LIVESTOCK BUILDINGS:

After the house has been depopulated and cleaned as in "Directions for use in farm premises, equine facilities, veal barns, ratite facilities, calf pens and vehicles", double check to be sure all people, poultry, livestock and pets have vacated the building. Close all windows, doors, curtains,
etc. making the house as closed as possible. Prepare a stock solution of one (1) part Synergize to four (4) parts water (25 fluid ounces Synergize to 100 fluid ounces water). Insert the nozzle of the fogging device through a suitable opening in the room. With the setting on maximum out-
put, for 125 fluid ounces for each 1000 cubic yards. The Fogger itself is placed just inside the door of the building to be treated, or the nozzle of the fogger is inserted through a suitable opening in the door or building. The opening must be large enough to accommodate the nozzle. After
fogging, the building must be kept closed for twenty-four (24) hours. After twenty-four (24) hours, the fog must have settled and the house can now be opened and aired. The house must be opened for a minimum of twenty-four (24) hours before it is repopulated with poultry or livestock.
NOTE FOR POULTRY HOUSES AND LIVESTOCK BUILDINGS: The generated fog is very irritating to eyes, skin, and mucous membranes. Under no circumstances must a room or building be entered by anyone until the fog has completely settled. A reentry time of two {2) hours is required.
If the building or room must be entered, then the individuals entering the building or reom must wear a seif-contained respirator approved by NIOSH/MSHA, goggles, long sleeve shirt and pants. If feeders and waterers were not removed from the premises during treatment, or were not
adequatety covered to prevent contact with the treatment, they must be washed with detergent and water before use for poultry or livestock.

AIR WASHERS AND INDUSTRIAL SCRUBBING SYSTEMS / RECIRCULATING COOLING AND PROCESS WATER SYSTEMS:

This product is used in industrial air washers and air washer systems which have mist-efiminating components.

SYNERGIZE must be added at the application rates described below to a water treatment system at a convenient point of uniform mixing such as a basin area. Addition is made intermittently {Slug Dose} or continuously. Badly fouled systems are shock treated with SYNERGIZE.
Under these conditions, blowdown must be discontinued for up to 24 hours.

SYNERGIZE is used in industrial process water systems that contain ultra filtration units and non-medical reverse osmosis membranes (Where approved for compatibitity by the membrane manufacturer) and associated distribution systems.

Intermittent (Stug Dose) Method:

Initial Dose: When the system is noticeably fouled, apply 2.0 to 4.0 ounces of SYNERGIZE per 100 gailons of water in the system. Repeat until control is achieved.
Subsequent Dose: When microbial control is evident, add 1.0 to 3.0 fluid ounces of SYNERGIZE per 100 gallons of water in the system weekly, or as needed to maintain control. Badly fouted systems must be cleaned before treatment is begun.

Continuous Feed Method:

initial Dose: When the sysiem is noticeably fouled, apply 2.0 to 4.0 ounces of SYNERGIZE per 100 gallons of water in the system. Repeat until control is achieved.
Subsequent Dose: Maintain this treaiment level by starting a continuous feed of 1 to 4 ounces per 100 gallons of water. Badly fouled systems must be cleaned before treatment is begun.

VETERINARY PRACTICE (CLINICSYANIMAL CARE FACILITIES/ANIMAL LABORATORY/ANIMAL LIFE SCIENCE LABORATORY/ANIMAL RESEARCH CENTERS/ANIMAL QUARANTINE AREAS/ZOOS/PET SHOP/KENNELS/ANIMAL HUSBANDRY/ANIMAL BREED-
ING FACILITIES/BREEDING AND GROOMING ESTABLISHMENT/TACK SHOPS DISINFECTION DIRECTIONS: For cleaning and disinfecting the following hard, non-porous surfaces: equipment not used for animal food or water, utensils, instruments, cages, kennels, stabies,
stalis and catteriess RemBve all aninale @mdpfeeds from areas to be treated, animal transportation vehicles, crates, etc. Remove all litter, droppings and manure from floors, walls and surfaces of facilities occupied or traversed by animals. Thoroughly clean all surfaces with soap
or detergent and rigep ¢/gh walp @)ply a soMtion of 1/2 ounce SYNERGIZE per gallon water (dilute 1:256) for a period of 10 minutes. Immerse all halters, ropes, and other types of equipment used in handling and restraining animals as well as forks, shovels, and scrapers used
for removing litter ind menuge. Vegilate gq'ldngs and other closed spaces. Do not house animals or employ equipment until treatment has been absorbed, set or dried. At %2 ounce per galion of water, in the presence of 1000 ppm of hardness and 5% organic load for a 10-minute

contact time, Syne’q‘zg Was!ogr;d:o be effedlive against Canine Parvovirus.
eceoe

Staphylococcus aureus A.T.C.C. 6538 Avian Influenza (H3N2)*
Pseudomonas aeruginosa A.T.C.C. 15442 Escherichia Coli F18
Salmeneliaggtgrica A.T.G.C. 10708 Porcine circovirus Type 2*
As;ergllus fusmigatus AeT.CgC. 1?63@ ®ee oo Canine parvovirus AT.C.C. VR-2016*
Po c'pe Res| ator*& Hefnduct'le Syndromg uns @RRS)" Salmonella Choleraesuis
Sabnonella Egigriidls ©3 9 e e °

oo o ® o oo
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Ma. 2rial Sent for uata Extraction
Reg # bL[F[=2

Description:

N Material(s) Sent to Data Extraction Contractors:

New Stamped Labei Dated _

Notification Dated

L]

New CSF(s) Dated

1 Other:

| M Decision #: ¢ 77820

[ 1 Other Action/Comments:

Attach this coversheet to the top of the material or jacket. It
must be well organized and clipp&d together, NOT STAPLED.
Then give the material with this coversheet to staff in the
Information Services Center (Room S-4S60).

Reviewer: £.0/guenbl r -
Phone: _34t 9199 Division: _42
Date:

Created Februery 3, 2011
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

AGeNC*

Gary E.Gaumer

Preserve International

P.O. Box 17003 MG 15 018 o o ur o A evEnTON
Reno NV 89511 '

SUBJECT: Synergize
EPA Registration Number: 66171-7
Application Dated: June 13, 2013
Receipt Dated: June 14, 2013

’y

Dear Ms. Holcombe:

The following amendment submitted in connection with registration under the Federal
Insecticide, Fungicide and Rodenticide Act (FIFRA), as amended, is acceptable.

Proposed Amendment:

e To revise the fogging directions for hatchery rooms, incubators and hutches, poultry houses and
livestock buildings.

General Comments

Submit and/or cite all data required for registration/reregistration/registration review of your
product when the Agency requires all registrants of similar products to submit such data.

A stamped copy of your labeling is enclosed for your records. This labeling supersedes all
previously accepted labeling. The next label printing of this product must use this labeling unless
subsequent changes have been approved. You must submit one (1) copy of the final printed labeling
before you release the product for shipment with the new labeling. In accordance with 40 CFR
152.130(c), you may distribute or sell this product under the previously approved labeling for 18 months
from the date of this letter. After 18 months, you may only distribute or sell this product if it bears this
new revised labeling or subsequently approved labeling. "To distribute or sell” is defined under FIFRA
section 2(gg) and it’s implementing regulation at 40 CFR 152.3.

Should you have any questions or comments concerning this letter, please contact Emilia
Oiguenblik at (703) 308-0199 or Velma Noble at (703) 308-6233.

Sincerel

‘Vl a Noble

Product Manager (31)

OATE ’L S P isvesseesfecas . ]

EPA Form 1320-1A (1/90) Printed on Recycled Paper ' OFFICIAL FILE COPY
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DESCRIPTION

SYNERGIZE is a multi-purpose disinfectant-cleaner. SYNERGIZE provides a broad

spectrum kill of gram negative and gram positive microorganisms. SYNERGIZE provides

effective disinfecting and cleaning in one operation. SYNERGIZE is effective in warm,

soft or hard water {as much as 1000 ppm CaCO3) and performs especially well in areas

containing 5% serum.

SYNERGIZE is for use on glazed ceramic and tile surfaces, stainless steel, aluminum,

chrome, galvanized metal, tin, brass, zinc, glass, hard non-porous treated wood, poly-

ethylene, polypropylene, PVC (polyvinyl chloride), vinyl, sealed fiberglass, viton, ethylene

propylene, nitrile, acrylic and polyurethane.

DIRECTIONS FOR USE:

It is in violation of Federal Law to uss this product in a manner inconsistent with its label-

ing. Registered for disinfecting and cleaning hard non-porous surfaces. Not for use on

feed, food or litter.

SYNERGIZE cleaner-disinfectant is specifically formulated for industrial use in the following

Animal and Pouitry Housing facilities: Turkey, Breeder, Grow Out, Fryer, Layer, Hatcheries

and Swine Producing Facilities as well as the following equipment in these facilities:

Waterers, Feeders, Hauling Equipment, Dressing Plants, Loading Equipment, Farrowing

Barns, Nurseries, Blocks, Creep Areas, and Chutes. This product is also for use in Farm

Premise, Equine Facilities, Veal Barns, Ratite Facilities (Ostrich, Emu and Rhea Facilities),

Calf Pens and associated Farm Vehicles.

USE DIRECTIONS:

To disinfect and clean hard non-parous surfaces of walls, floors, tables, sinks, refrigerator
viors, telephone booths and garbage cans in non-animal areas associated with the

noted above. Apply a solution of 1/2 ounce SYNERGIZE per gallon water (dilute

3} to precteaned surfaces. Apply with cloth, sponge, mop or mechanical coarse spray

uuvice, making sure all surfaces are wetted thoroughly. Allow surfaces to remain wet for

10 minutes. Ail surfaces must be rinsed with clean water and allowed to dry before reuse.

BOOT/SHOE WASH: To prevent cross contamination into animal areas, shoe baths con-
taining one inch of freshly made disinfecting solution must be placed at ail entrances to
building. Scrape waterproof shoes or boots and place in a 1/2 ounce SYNERGIZE per gal-
lon water solution. Allow the solution to come in contact with the boot/shoe for 10 minutes.
Change the disinfecting solution when solution becomes visibly dirty.

VEHICLES: To disinfect the non-porous, hard surfaces of vehicles use a solution of 1/2
ounce SYNERGIZE per gallon of water. Apply using a high pressure or coarse spray sys-
tem. Leave all treated surfaces exposed to solution for 10 minutes, or more and allow to air
dry. All treated surfaces that will contact feed or drinking water must be thoroughly scrubbed
with soap or detergent then rinsed with potable water before reuse.

DIRECTIONS FOR USE IN SWINE PRODUCING FACILITIES:
1) Remove all animals and feed from the premises, vehicles and enclosures.
2) Empty all troughs, racks, and other feeding and watering appliances.
3) Remove all gross soil, bedding, manure, caked on dirt, spider webs, etc. from walls to
ceilings of barns, pens, stalls, chutes, and other facilities occupied or traversed by hogs
or other animals.
4) Thoroughly clean all surfaces with soap or detergent and rinse with water.
5) Thoroughly saturate all surfaces with a solution of 1/2 0z. SYNERGIZE per galion of
water (1:256), using conventional spraying methods.
6) Allow all treated areas to remain in contact with this solution for at least 10 minutes.
7) Immerse equipment used in handling and restraining animals, forks, shovels, and
scrapers used for removing manure in SYNERGIZE at a dilution of 1:256. Aflow to remain
i~ ~ontact for at least 10 minutes.

ntilate buildings, and other closed spaces. Do not house swine or other livestock

reatment has been absorbed, set, or dried.

.oroughly scrub treated feed racks, troughs, automatic feeders, fountains, waterers

and equipment which may come in contact with food with soap or detergent, and rinse
with potable water before reuse.

DIRECTIONS FOR USE IN FARM PREMISES, EQUINE FACILITIES, VEAL BARNS,
RATITES FACILITIES, CALF PENS AND VEHICLES: L

1) Do not use in mitking stalls, milking parlors, or milk houses.

2) Remove all animals and feed from the premises, vehicles, and enclosures.

3) Remove all gross soil, bedding, manure, caked on dirt, spider webs, etc. from floors, sur-
faces, and from walls to ceiling of barns, pens, stalls, chutes, and other facilities occupied
or traversed by hogs or other animals.

4) Empty all troughs, racks, and other feeding and watering appliances.

5) Thoroughly clean all surfaces with soap or detergent and rinse with water,

6) Thoroughly saturate all surfaces with a solution of 1/2 0z. SYNERGIZE per gallon of
water (1:256), using conventional spraying methods. Allow to remain in contact with this
solution for at least 10 minutes.
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SYNERGIZE"

CLEANER-DISINFECTANT

STAPHYLOCIDAL - PSEUDOMONACIDAL
- SALMONELLACIDAL - VIRUCIDAL"
- PARVOCIDAL - FUNGICIDAL
ASPERGILLOCIDAL

Synergize cleaner-disinfectant is specifically formulated for industrial use in the
following Animal and Poultry Housing facllities: Turkey, Breeder, Grow Out, Fryer,
Layer, Hatcheries and Swine Preducing Facilities as well as the following equip-
ment in these facilitles: Waterers, Feeders, Hauling Equipment, Loadlng Equipment,
Farrowing Barns, Nurseries, Blocks, Creep Areas, and Chutes. This product is also
for use in Farm Premise, Equine Facilities, Veal Barns, Ratite Facilities (Ostrich,
Emu and Rhea Facilities), Calf Pens and associated Farm Vehicles, Veterinary
Practice, Animal Care, and Animal Laboratory.

Actlve Ingredients:
Alkyl (C12 67%, C14 25%, C16 7%, C18 1%) dimethyl benzyl ammonium chioride.....26.00%
Glutaraldehyde. 7.00%
Inert Ingredients:. 67.00%
TOTAL 100.00%

KEEP OUT OF REACH OF CHILDREN
DANGER

SEE SIDE PANEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS

See First Aid statement and additional precautions on side panel

7) Immerse all halters, ropes, and other types of equipment used in handling and
restraining animals, as weil as forks, shovels and scrapers used for removing manure in
a solution of 1/2 oz. SYNERGIZE per gallon of water (1:256). Allow to remain in contact
for 10 minutes.

8) Ventilate buildings, cars, boats, coops and other closed spaces. Do not house pouitry
or livestock or employ equipment until treatment has been absorbed, set or dried.

9) Thoroughly scrub treated feed racks, troughs, automatic feeders, fountains, waterers
and equipment which may come in contact with food with soap or detergent, and rinse
with potable water before reuse.

DIRECTIONS FOR USE IN POULTRY HOUSE:

1) Remove all pouttry and feeds from premises, trucks, coops, and crates.

2) Remove all litter and droppings from floors, walis and surfaces of facilities occupied
or traversed by poultry.

3) Empty all troughs, racks, and other feeding and watering appiiances.

4) Thoroughly clean all surfaces with soap or detergent and rinse with water.

5) Saturate surfaces with 1/2 ounce SYNERGIZE per gallon water {(dilute1:256) for a
period of 10 minutes.

6) Ventilate building, coops, and other closed spaces. Do not house poultry or employ
equipment until treatment has been absorbed, set, or dried.

7) Thoroughly scrub treated feed racks, troughs, automatic feeders, fountains, waterers
and equipment which may come in contact with food with soap or detergent, and rinse
with potable water before reuse.
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STORAGE AND DISPOSAL

Do not contaminate water, food, or feed, by storage and disposal.

PESTICIDE STORAGE:

Store away from heat. Do not transfer to another container. Do not reuse empty container
PESTICIDE DISPOSAL:

Pesticide wastes are acutely hazardous. Improper disposal of excess pesticide, spray
mixture, or rinsate is a violation of Federal law. If these wastes cannot be disposed of
by use according to label instruction, contact your State Pesticide or Environmentai
Control Agency or the Hazardous Waste representative at the nearest EPA Regional
Office for guidance.

Contalner Handling: Nonrefillable container. Do not reuse or refill this container. Offer
for recycling if available, or offer for reconditioning if appropriate, or puncture and dispose
of in a sanitary landfill, or by other procedures approved by state and local authorities.
(For greater than 5 gallons) Triple rinse container (or equivalent) promptly after emptying.
Triple rinse as follows: Empty remaining contents into application equipment or a mix
tank. Filt the container 1/4 full with water. Replace and tighten closures. Tip container
on its side and roll it back and forth, ensuring at least one complete revolution, for 30
seconds. Stand the container on its end and tip it back and forth several times. Turn
the container over onto its other end and tip it back and forth several times. Dispose
of rinsate as noted in the pasticide disposal section. Repeat this procedure two more
times. (For 5 galions or lass} Triple rinse container (or equivalent) promptly after empty-
ing. Triple rinse as follows: Empty the remaining contents into application equipment or
a mix tank and drain for 10 seconds after the flow begins to drip. Fill the container 1/4
full with water and recap. Shake for 10 seconds. Dispose of rinsate as noted in the
pesticide disposal section. Drain for 10 seconds after the flow begins to drip. Repeat
this procedure two more times.

General: Consult Federal, State or local disposal authorities for approved alternative
procedures.

PRECAUTIONARY STATEMENTS

Hazards to humans and domestic animals

DANGER

KEEP OUT OF REACH OF CHILDREN. Corrosive. Causes irreversible eye damage and
skin burns. May be fatal if inhaled. Harmful if swallowed or absorbed through skin. Do not
get in eyes, on skin or on clothing. Do not breathe spray mist. Wear goggles or face shield.
Wear a dust/mistfiltering respirator (MSHA/NIOSH approval number prefix TC-21C) or a
NIOSH approved respirator with any N, P, R, or HE prefilter. Wear protective clothing and
rubbar gloves. Prolonged or frequent repeated skin contact may cause allergic reaction in
some individuals. Wash hands before eating, drinking, chewing gum, using tobacco or using
the toilet. Remove contaminated clothing and wash before reuse.

ENVIRONMENTAL HAZARDS: This product is toxic to fish, aquatic invertebrates, oys-
ters, and shrimp. Do not apply directly to water. Do not contaminate water by cleaning of
equipment or disposal of wastes. Do not discharge effluent containing this product into
lakes, streams, ponds, estuaries, oceans or other water unless in accordance with the
requirements of a National Pollutant Discharge Elimination System (NPDES) permit and
the permitting authority has been notified in writing prior to discharge. Do not discharge
effluent containing this product to sewer systems without previously notitying the local
sewage treatment plant authority. For guidance contact your State Water Board or Re-
gional Office of the EPA.

FIRST AID
IF IN EYES: Hold eye open and rinse slowly and gently with water for 15-20 minutes;
remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye; call
a poison control center or doctor for ireatment advice.
IF ON SKIN OR CLOTHING: Take off contaminated clothing; rinse skin immediately
with plenty of water for 15-20 minutes; call a poison control center or doctor for treat-
ment advice.
IF INHALED: Move person to fresh air. If person is not breathing, call 911 or an ambu-
lance, then give artificiai respiration, preferably by mouth-to-mouth, if possible; call a
poison control center or doctor for further treatment advice.
{F SWALLOWED: Call a poison controi center or doctor immediately for treatment
advice; have person sip a glass of water if able to swallow; do not induce vomiting uniess
told to do so by the poison control center or doctor; do not give anything by mouth to an
unconscious person.
HOT LINE NUMBER: Have the product container or label with you when calling a poison
control center or doctor, or going for treatment. You may also contact 1 (800) 255-3924
for emergency medical treatment information. For information on this pesticide (including
health concerns, medical emergencies, or pesticide incidents), cail the National Pesticide
Telecommunications Network at 1 (800) 858-7378.
NOTE TO PHYSICIAN: Probable mucosal damage may contraindicate the use of gastric
lavage. Measures against circulatory shock, respiratory depression and convuision may
be needed.
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WASHINGTON, D.C. 20460
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Gary E. Gaumer
Preserve International
4
P/O box 17003 Auu 13 2013 OFFICE OF

Reno, NV 89511 PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

Dear Mr. Gaumer:

The Agency has completed its review and assessment of your application pursuant to
Section 33(b)(3) of the Federal Insecticide, Fungicide and Rodenticide Act (FIFRA) as amended
by the Pesticide Registration Improvement Extension Act of 2012. The Agency has made a pre-
decisional determination that your application for EPA Reg. # 66171-7 cannot be approved
unless revisions are made to the label. The necessary label changes are:

1. Inthe Air Washers and Industrial Scrubbing section, Continuous Feed Method,
Subsequent Dose, revise to read as follows replacing the first statement with: "Maintain this
treatment level by starting a continuous feed of 1 to 4 ounces per 100 gallons of water... "

2. Add mandatory language to the Air Washers and Industrial Scrubbing section as
follows:"This product is used in industrial air washers...", ".. .Addition is made
intermittently...", ”Badly fouled systems are shock treated...", "Synergize is used in industrial
process water..."

3. Delete the following incorrect statement from the Veterinary Practice section:
“Thoroughly scrub treated feed racks; automatic feeders, waterers and other equipment
which dispenses food or water with soap or detergent and rinse with potable water before
reuse.” This statement is not appropriate as the beginning of this section indicates that the
product is not for treatment of equipment used for animal food or water.

Since there is limited time before the PRIA Decision Due Date expires, it is important to
discuss any objections you have to these changes immediately and whether you will need to
submit additional data for review. If these discussions determine that submitting data will be
necessary, the PRIA decision due date may need to be renegotiated to allow sufficient time to
address and resolve such differences. If the PRIA Decision Due Date is not renegotiated, and the
label issues are not resolved before the PRIA Decision Due Date, the Agency will send a follow-
up letter that will represent the Agency’s decision to close out the PRIA decision review time.
The follow-up letter will provide the following three options for continuing the review of the
application:

(a) Applicant agrees to all of the terms associated with the draft accepted label as revised by
the Agency and requests that it be issued as the accepted final Agency-stamped label; or

(b) Applicant does not agree to one or more of the terms of the draft accepted label as revised
by the Agency and requests additional time to resolve the difference(s); or

Interet Address (URL) « http://www.epa.gov
Recycled/Recyciable « Printed with Vegetable Oit Based Inks an Recycled Paper (Minimum 25% Postconsumer)
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(c) Applicant withdraws the application without prejudice for subsequent resubmission, but
forfeits the associated registration service fee.

If the applicant informs EPA that it has concerns as described under (b) above, the
applicant will have up to 30 calendar days from the date of that follow-up letter to reach
agreement with the Agency on the final version of the label that the Agency will accept.
If an agreement cannot be reached within those 30 days, EPA would intend to proceed
with denial of the application. '

If the applicant agrees to all of the terms of the accepted label as described in (a) above,
or if the applicant and EPA resolve any differences as described in (b), the applicant must
submit a revised label to EPA. EPA will then provide an accepted final Agency stamped
label to the applicant within 2 business days following the applicant’s written electronic
confirmation of agreement to the Agency including the revised label to be stamped.

If you have any questions, please contact Velma Noble at noble.velma@epa.gov or

703 308 6223.
ii/icerely,

Velma Nobl

Product Manager (31)

Regulatory Management Branch |
Antimicrobials Division (7510P)
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

WASHINGTON, DC 20460
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July 19,2013

MEMORANDUM:
Subject: Occupational Exposure Assessment for the Proposed Label Amendment to

Reduce the REI for Synergize Fogging Applications to Hatcheries.

PC Code: 043901, 069175 DP Barcode: D412813

Decision No.: 479830 Registration No.: 66171-7

Petition No.: NA Regulatory Action: (A572) New Product or Amendment

Requiring Data Review for Risk Assessment

Risk Assess Type: Single Case No.: NA

Chemical
TXR No.: NA CAS No.: 111-30-8, 68391-01-5
MRID No.: 49153101 40 CFR: NA
2 C. %
From: Timothy C. Dole, CIH, Industrial Hygienist ( '
Risk Assessment and Science Support Branch (RASSB)
Antimicrobials Division (7510P)
. : -
Thru: Timothy Leighton, Senior Scientist { W
Risk Assessment and Science Support Branch (RASSB)
Antimicrobials Division (7510P)
. (U
Steve Weiss, Branch Chief %’
Risk Assessment and Science Support Branch (RASSB)
Antimicrobials Division (7510P)
To: Velma Noble, Chemical Review Manager

Regulatory Management Branch I1
Antimicrobials Division (7510P)

Attached is the Occupational Exposure Assessment in support of the proposed label amendment
to reduce the re-entry interval (REI) for Synergize fogging applications to hatcheries.

Page 1 of 7
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1.0  Introduction and Background

Synergize Cleaner-Disinfectant (EPA Reg. No. 66171-7) registered by Preserve
International, contains 26.0 percent alky! dimethyl benzyl ammonium chloride (ADBAC) and
7.0 percent glutaraldehyde (GA) as the active ingredients (a.i.). Preserve International has
submitted a proposed label amendment to reduce the Re-entry Interval (REI) for Hatchery
Rooms to 10 to 25 minutes. The exact REI, which depends on the ventilation rate expressed as
Air Exchanges per Hour (which is the same as Air Changes per Hour) and the fogging time, is
listed in a table on page two of the label under the heading: A) Hatchery Rooms. This
amendment also includes a rate clarification and reduction whereby 1 part Synergize is added to
42 parts water and fogged into the room at a rate of 3.8 ounces per minute per 10,000 cubic feet.
The fogging times are based on the ACH and range from 5 minutes for 8 ACH to 15 minutes for
24 ACH. The fogging is typically accomplished using a fixed system that includes a certain
number of nozzles per unit volume to provide good dispersion into the area being treated. The
label indicates that the fogging must be done with the ventilation system in operation.

The existing label has an REI of 2 hours for hatchery applications where the application rate
is 1 part Synergize to two parts water. This REI was based on the ADBAC Occupational and
Residential Exposure (ORE) Assessment (US EPA, 2006a) that was written for the ADBAC
RED (US EPA 2006b). The ADBAC ORE assessment calculated an initial concentration of 381
mg/m’ based on the application of a different product containing 21.7% ADBAC at the rate of
0.42 gallons per 4000 ft° to a poultry barn. The poultry barn was assumed to have an ACH of 4
which yielded an 8 hour average air concentration of 44.6 mg/m’ with no REI and 0.01496
mg/m’ with a 2 hour REL.  These air concentrations yiclded MOEs of 0.5 and 1,500 when
compared against the NOAEL of 3 mg/kg/day that was used to evaluate ADBAC inhalation
exposures. Because the NOAEL was from an oral study, the target MOE was 1,000 and thus the
2 hour REI was required by the RED to achieve an exposure that did not generate risks of
concern.

The existing product also contains 7% glutaraldehyde (GA) and calculations that were
performed for the GA ORE Assessment (US EPA, 2007a) that was written for the GA RED (US
EPA, 2007b) indicated that an REI of 3 hours would be required. The initial concentration of
101 mg/m?® (25,000 ppb) was calculated based on the application of 1 part product containing
10.725% GA in four parts water at the rate of 125 ounces 1000 yd® to a poultry barn. The
poultry barn was also assumed to have an ACH of 4. The initial concentration declined to 47
ppb in 94 minutes and 0.30 ppb in 170 minutes. These air concentrations were compared to the
ACGIH TLYV of 50 ppb, which is relevant for peak exposures, and the EPA short term RfC of
0.32 ppb, which is relevant for 8 hour time weighted average exposures, and based on these
comparisons, the REI of 180 minutes (i.e. 3 hours) was included in the RED. The REI was
intended to ensure that peak exposures did not exceed the TL.V and that 8 hour TWA exposures
did not exceed the RfC.

The calculations for ADBAC and GA presented in the RED were based on the poultry house
use because it was assumed that it represented worse case conditions since the poultry house is

empty and ventilation system is turned off during the application. Preserve International has
since indicated these conditions are not representative of hatchery rooms, which are treated while
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occupied with eggs, and with the ventilation system in operation. Given this information and the
use directions included on the proposed label, the air concentrations during and after fogging
applications to a hatchery were calculated and compared to the toxicology endpoints listed in
Section 2 of this document.

2.0  Toxicology Endpoints

2.1 ADBAC

The toxicology endpoints that were used for assessing risk to ADBAC in this memo are the
same as those used in the ADBAC ORE Assessment for the RED (US EPA, 2006a) and are
included in Table 1. Subsequent to the RED, the OPP guidance is to include the previous 10X
uncertainty factor (UF) used for route to route extrapolation as a 10X database uncertainty factor
(DBUF) and the target MOE is now 1000.

Target Margm [ 'f Exposure

(MOE) or{ncertainty Factor Study and,Tox_icological Effects
Inhalation ’ NCiiAEL“= 3 UF = 100 ('10x” inter-species 1 Deveiopmenml Toxicity — rebbit,
(Any time mg/kg/day extrapolation, 10x intra-species MRID 42392801
point) MOE = 100* variation)

LOAEL =9 mg/kg/day, based on clinical
signs of toxicity in maternal rabbits

A. An additional 10x is used for route extrapolation to determine if a confirmatory study is needed
NOAEL = no observed adverse effect level, LOAEL = lowest observed adverse effect level

2.2  Glutaraldehyde

The toxicological endpoints for GA that were used for this assessment are summarized in
Table 2 and they are also the same endpoints that were used in the GA ORE Assessment for the
RED (US EPA, 2007a).

yde;.To_xi ,loglcal Endpomts for Inhalatlon Risk Assessment
. |Dose Used in ‘Rls ;. ' UF : Study and Toxlcologlcal Effects
. {Assessmeént N R
Inhalation Exposures
Short Term NOAEL = 0.7 mg/m’ 30 (Two-week inhalation toxicity study in rats and mice
Occupational HEC,. = 0.04]1 mg/m’ (NIH pub 93-3348). LOAEL = 2.0 mg/m’ based upon
(8 hours/day) ‘RfCye’ = 0.0013 mg/m’ histo-pathological alterations of the nasal passages,
(0.32 ppb*) larynx, trachea and lung,

Intermediate NOAEL =0.5] mg/m® 30 | Thirteen week inhalation toxicity study in rats and mice
Term HEC, = 0.03 mg/m’ (NIH pub 93-3348). LOAEL = 1.02 mg/m’ based upon
Occupational ‘RfCs” = 0.001 mg/m’ histo-pathological changes of the nasal and respiratory
(8 hours/day) (0.24 ppb*) tract epithelium. ,
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Study and Toxncologlc__; Effects
"Long Term iLOAEL 0 26 mg/m ~ (300 Two -Year mhalanon toxmty study in rats and mice
Occupational HEC,.. = 0.019 mg/m (MRID 448422-02). LOAEL = 0.26 mg/m’ based upon
(8 hours/day) ‘RfCoc’ = 0.00006 mg/m’ squamous epithelial hyperplasia/inflammation and
(0.015 ppb*) turbinate necrosis.

* Unit Conversion: ppb = (mg[m3 x 24.45 x 1000 ug/mg) / mw. For glutaraldehyde: 1 ppb = 0.00409 mg/m’
Non-EPA OQccupational Exposure Limits for Glutaraldehyde

The American Conference of Governmental Hygienists (ACGIH) has evaluated the GA
literature and recommended a threshold limit value (TLV) as a ceiling (C) value. A TLV-
Ceiling is a threshold limit value that should not be exceeded at any time during the workday and
is normally assessed as a 15 minute exposure. Although the ACGIH did review the same animal
toxicity studies that were used by EPA, the ACGIH chose a ceiling value because the literature
indicated that short term exposures at or below 100 ppb resulted in symptoms of nose, throat,
skin and eye irritation among medical workers using GA. The TLV-Ceiling for GA was not
based on the same methodology that EPA uses to establish RfCs.

The Occupational Health and Safety Administration (OSHA) has not established a
Permissible Exposure Limit (PEL) for GA.

3.0 GA and ADBAC Air Concentration Calculations Based on the Proposed Label

The GA and ADBAC air concentrations were calculated based on the instructions included in
the proposed label. These calculations were done for both the increase that occurs during
application and the decrease that follows application.
3.1 Increasing Air Concentrations during Application

To account for the increasing air concentrations during application, a simplified version of

the time dependent Well Mixed Box model from Mathematical Models for Estimating
Occupational Exposure to Chemicals (AIHA, 2000) was used. This formula is as follows:

Cr=Gp/Q* {1_e[Q*(T-T0)]/V }
Where:
Ct = Air concentration at time T
Gr = Generation rate (mass/time)
Q = Ventilation rate in cubic feet per minute (CFM)
T =End time in minutes

TO = Beginning time in minutes
V = Volume of room in cubic feet
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3.2  Decreasing Air Concentrations ater Application

The decreasing air concentrations after application were calculated using the following single
chamber ventilation formula that is included in the EPA Multi- Chamber Concentration and

Exposure Model (MCCEM):
Cr=Cy* 0.5[(T/0.693) * (Q/V)]
Where:

Cr = Air concentration at time T

Co = Air Concentration at time zero

Q = Ventilation rate in cubic feet per minute (CFM)
T = Elapsed time in minutes

V = Volume of room in cubic feet

33 Assumptions

The following assumptions were used in the above formulas:

e The generation rate (Ggr) for glutaraldehyde (GA) was assumed to be 183.2 mg per
minute based on the GA content of the product (7.0 percent), a dilution of 1 part product
_to 42 parts water and an application rate of 3.8 liquid ounces per minute.

o The generation rate (Gg) for ADBAC was assumed to be 680 mg per minute based on the
ADBAC content of the product (26.0 percent), a dilution of 1 part product to 42 parts
water and an application rate of 3.8 liquid ounces per minute.

e The room volume was assumed to be 10,000 cubic feet based on the label application rate
of 3.8 liquid ounces per minute per 10,000 cubic feet.

e The ventilation rate was assumed to be 8, 12, 16, 20 and 24 air changes (or exchanges)
per hour based on the label.

e The application (i.e. fogging) times were assumed to be 5, 7.5, 10, 12.5 and 15 minutes,
corresponding to the above listed ventilation rates, based on the label.

o The ADBAC daily dose is calculated using a breathing rate is 1.25 M per hour and a
body weight of 69 kg, which the average weight for adult females (US EPA, 2011). This
body weight was used because the endpoint is based on maternal effects observed during
a developmental toxicity study.

e It is assumed that the application is made once per day based on the instructions given for
Incubators and Hatchers.
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4.0  Risk Summary for Inhalation Exposure to ADBAC and GA

4.1  Glutaraldehyde (GA)

The estimated air concentrations for GA are summarized in Table 3 and the calculations are
included in Appendix A. These air concentrations indicate GA inhalation exposures will not
exceed either the ACGIH TLV of 50 ppb for peak exposures upon re-entry into the hatchery, or
the EPA RfC of 0.32 ppb as an eight hour time weighted average (8 hr TWA). This means that
the risks from inhalation exposure to GA are not of concern.

ir Con¢entrations:-for Hatchery Fogging

n Air | Exceeds . 'GA '8 Hour TWA | Exceeds.
1 | TLV of - | Starting after the | EPA RfC of -
|50 ppb? ' REE(ppb) 10.32 ppb? -
8 5 578 25 21 ppb No 0.30 No
12 7.5 615 15 25 No 0.29 No
16 10 552 10 29 No 0.26 No
20 12.5 467 10 12 No 0.088 No
24 15 395 10 4.8 No 0.031 No

ACH = Air Changes per Hour
41 ADBAC

The estimated air concentrations for ADBAC are summarized in Table 4 and the calculations are
included in Appendix B. The MOEs based on these air concentrations range from 4,500 to
45,000 and they are greater than the target MOE of 1,000. This means that the risks from
inhalation exposure to ADBAC are not of concern.

__Table¢ 4—ADBAC Estimated Air Concentrations for Hatchery Foggin

- Fogging " | Cin | Re-En ADBAC [ ADBACS8hr | ADBAC "ADBAC
Tlme S End | Interval | in Air: TWAB (mg/M’) Daily Dose | MOE®
)\ of Fogging | (Minutes) | after REI - (mg/kg/day)
8 ACH* |5 8.8 25 037 0.0046 0.00066 4,500
12ACH 75 93 15 0.38 0.0044 0.00064 4,700
16 ACH 10 8.4 10 0.45 0.0040 0.00058 5,200
20 ACH 12.5 72 10 0.18 0.0013 0.00019 16,000
24 ACH 15 6.0 10 0.074 0.00046 0.000067 45,000

A. ACH = Air Changes per Hour

B. 8 hr TWA = Average ADBAC Air concentration for the eight hour period starting after the REL

C. Daily Dose = [8 hr TWA (mg/m®) * Breathing Rate (1.25 m’/hr) * Exposure Time (8 hr/day)] / [BW (69 kg)]
D. MOE = NOAEL (3 mg/kg/day) / Daily Dose (mg/kg/day)

Page 6 of 7
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5.0 Conclusions and Recommendations

The above calculations indicate that proposed label amendments (as indicated on the label of
7/18/2013) to reduce the application rate and the reentry intervals (REIs) will not result in risks
of concem for either ADBAC or glutaraldehyde. RASSB recommends that this label be
approved as submitted.

References

AIHA, 2000. Mathematical Models for Estimating Occupational Exposure to Chemicals, AIHA
Exposure Assessment Strategies Committee, Modeling Subcommittee, American Industrial
Hygiene Association, 2000

US EPA, 2006a. Alkyl Dimethyl Benzyl Ammonium Chloride (ADBAC) Occupational and
Residential Exposure Assessment for the Antimicrobial Uses, August 1, 2006 (Available on
Regulations.Gov under Docket ID EPA-OPP-2006-0339)

US EPA, 2006b. Registration Eligibility Decision for Alkyl Dimethyl Benzyl Ammonium
Chloride (ADBAC), August, 2006

US EPA, 2007a. Glutaraldehyde: 2™ Revised Occupational and Residential Exposure
Assessment for the Registration Eligibility Decision. D327476, September 28, 2007

US EPA, 2007b. Registration Eligibility Decision for Glutaraldehyde, September 2007.

US EPA, 2011. Exposure Factors Handbook 2011 Edition (Final). U.S. Environmental
Protection Agency, Washington, DC, EPA/600/R-09/052F, 2011.

Page 7 of 7

41




Appendix A - Glutaraldehyde Air Concentrations for Hatchery Fogging

Spreadsheet 1 - 24 Air Changes per Hour

Application Parameters

Amount Ai in Product

Dilution Rate (1 in X)

Product Concentration in Diluted Solution
Application Rate of Dilute Solution
Application Rate of Product

7 percent
42
2.33 percent
3.8 liguid oz/minute
0.0884 liquid oz/minute

Amount Ai Applied (Assuming 128 liquid oz/ gallon and 8.35 Ib/ gallon) 0.000404 ib
Amount Ai Applied (Assuming 454 gm/lb and 1000 mg per gm) 183.2 mg
Volume Treated 10000 ft3

Air Changes per Hour 24

Room Volume (Assuming 28.3 liters/ft3 and 1000 liters/m3) 283 m3
Ventilation Rate 113.2 m3/min

Rate of Increase Formula
C =(GA/Q) * (1-er-Qt/V)

Rate of Decrease Formula
C =C@ Time Zero * 0.57{T/0.693 *Q/V)

Where:

Glutaraldehyde air concentration (C) mg/m3

Generation Rate (GA) 183.2 mg/min

Ventilation Rate (Q) 113.2 M3/min

Room Volume (V) 283 M3

Elasped Time (T} Minutes Re-Entry Interval (RE!) 10 Minutes

Increase During Application

Decline following Application

Time Time 8 Hr TWA with
GA/Q Qr/v er-QT/V C{mg/m3) C{ppb) (Min) C (ppb) REI (ppb)
0 1.618 0.00 1.000 0.00 0.00 0 395
1 1.618 0.40 0.670 0.53 130 1 265
2 1.618 0.80 0.449 0.89 218 2 177
3 1.618 1.20 0.301 1.13 277 3 119
4 1.618 1.60 0.202 1.29 316 4 80
5 1.618 2.00 0.135 1.40 342 5 53
6 1.618 2.40 0.091 1.47 360 6 36
7 1.618 2.80 0.061 1.52 372 7 24
8 1.618 3.20 0.041 1.55 380 8 16
9 1.618 3.60 0.027 1.57 385 9 11
10 1.618 4.00 0.018 1.59 388 10 7.2
11 1.618 440 0.012 1.60 391 11 4.8 0.031
12 1.618 4.80 0.008 161 392 12 3.2
13 1618 5.20 0.006 1.61 394 13 2.2
14 1.618 5.60 0.004 1.61 394 14 15
15 1.618 6.00 0.002 1.61 395 15 1.0
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Appendix A - Glutaraldehyde Air Concentrations for Hatchery Fogging
Spreadsheet 2 - 20 Air Changes per Hour

Application Parameters

Amount Ai in Product © 7 percent
Dilution Rate (1 in X) 42
Product Concentration in Diluted Solution 2.33 percent
Application Rate of Dilute Solution 3.8 liquid oz/minute
Application Rate of Product ~0.0884 liquid oz/minute
Amount Ai Applied (Assuming 128 liquid oz/ gallon and 8.35 Ib/ gallon) 0.000404 1b
Amount Ai Applied (Assuming 454 gm/Ib and 1000 mg per gm) 183.2 mg
Volume Treated 10000 ft3
Air Changes per Hour 20
Room Volume (Assuming 28.3 liters/ft3 and 1000 liters/m3) 283 m3
Ventilation Rate 94.3 m3/min
Rate of Increase Formula Rate of Decrease Formula
C={GA/Q) * (1-er-Qt/V) € =C@ Time Zero * 0.54T/0.693 *Q/V)
Where:
Glutaraldehyde air concentration (C) mg/m3
Generation Rate (GA) 183.2 mg/min
Ventilation Rate (Q) 94.3 M3/min
Room Volume (V) 283 M3
Elasped Time (T} Minutes Re-Entry Interval (REI) 10 Minutes
Increase During Application Decline following Application
Time 8 Hr TWA with
GA/Q QT/v  erQT/V C(mg/m3) C(ppb) Time (Min) C (ppb) REI (ppb)
0 1.942 0.00 1.000 0.00 0.00 0 467
1 1.942 033 0.717 0.55 135 1 335
2 1.942 0.67 0.513 0.94 231 2 240
3 1.942 1.00 0.368 1.23 300 3 172
4 1.942 1.33 0.264 143 350 4 123
5 1.942 1.67 0.189 1.58 385 5 88
6 1942 2.00 0.135 1.68 411 6 63
7 1942 233 0.097 1.75 429 7 45
8 1942 2.67 0.070 1.81 442 8 32
9 1.942 3.00 0.050 1.85 451 9 23
10 1.942 3.33 0.036 1.87 458 10 17
11 1.942 3.67 0.026 1.89 463 11 12 0.088
12 1.942 4.00 0.018 191 466 12 9
12.5 1.942 417 0.016 191 - 467 13 6
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Appendix A - Glutaraldehyde Air Concentrations for Hatchery Fogging
Spreadsheet 3 - 16 Air Changes per Hour

Application Parameters

Amount Ai in Product 7 percent
Dilution Rate (1 in X} 42
Product Concentration in Diluted Solution 2.33 percent
Application Rate of Dilute Solution 3.8 liquid oz/minute
Application Rate of Product 0.0884 liquid oz/minute
Amount Ai Applied (Assuming 128 liquid oz/ gallon and 8.35 Ib/ gallon} 0.000404 ib
Amount Ai Applied (Assuming 454 gm/Ib and 1000 mg per gm) 183.2 mg
Volume Treated 10000 ft3
Air Changes per Hour 16
Room Volume (Assuming 28.3 liters/ft3 and 1000 liters/m3)} 283 m3
Ventilation Rate 75.5 m3/min
Rate of Increase Formula Rate of Decrease Formula
C =(GA/Q) * {1-er-Qt/V) C =C@ Time Zero * 0.57(T/0.693 *Q/V)
Where:
Glutaraldehyde air concentration {C) mg/m3
Generation Rate (GA) 183.2 mg/min
Ventilation Rate (Q) 75.5 M3/min
Room Volume (V) 283 M3
Elasped Time (T) Minutes Re-Entry interval (REI) 10 Minutes
Increase During Application Decline following Application
Tme  Ga@ Qv eram/V C(mg/m3) Cippb) C(ppp)  ° M TWAMWID
Time (Min) REI {ppb)
0 2.428 0.00 1.000 0.00 0.00 0 552
1 2428 0.27 0.766 0.57 139 1 423
2 2428 0.53 0.587 1.00 245 2 324
3 2428 0.80 0.449 134 327 3 248
4 2.428 1.07 0.344 1,59 389 4 190
5 2428 133 0.264 1.79 437 5 146
6 2428 1.60 0.202 1.94 474 6 111
7 2.428 1.87 0.155 2,05 502 7 85
8 2.428 2.13 0.118 2,14 523 8 65
9 2428 240 0.091 221 540 9 50
10 2.428 2.67 0.070 2.26 552 10 38
11 29 0.261
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Appendix A - Glutaraldehyde Air Concentrations for Hatchery Fogging

Spreadsheet 4 - 12 Air Changes per Hour

Application Parameters

Amount Ai in Product

Dilution Rate (1 in X)

Product Concentration in Diluted Solution

Application Rate of Dilute Solution

Application Rate of Product

Amount Ai Applied (Assuming 128 liquid oz/ gallon and 8.35 Ib/ gallon)
Amount Ai Applied {Assuming 454 gm/lb and 1000 mg per gm)
Volume Treated

Air Changes per Hour

Room Volume {Assuming 28.3 liters/ft3 and 1000 liters/m3)
Ventilation Rate

Rate of Increase Formula
C=(GA/Q) * (1-er-Qt/V)

Where:

Glutaraldehyde air concentration {C}) mg/m3
Generation Rate {GA) 183.2 mg/min
Ventilation Rate (Q) 56.6 M3/min
Room Volume (V) 283 M3
Elasped Time (T} Minutes

Increase During Application

Time
GA/Q Qr/v erQT/V C(mg/m3) C(ppb)

0 3.237 0.00 1.000 0 0

1 3.237 0.20 0.819 0.59 143
2 3.237 0.40 0.670 1.07 261
3 3.237 0.60 0.549 1.46 357
4 3.237 0.80 0.449 1.78 436
5 3.237 1.00 0.368 2.05 500
6 3.237 1.20 0.301 2.26 553
7 3.237 1.40 0.247 2.44 596
75 3.237 1.50 0.223 2.51 615

7 percent
42
2.33 percent
3.8 liquid oz/minute
0.0884 liquid oz/minute
0.000404 Ib
183.2 mg
10000 ft3
12
283 m3
56.6 m3/min

Rate of Decrease Formula
C = C@ Time Zero * 0.5~(T/0.693 *Q/V)

Re-Entry Interval (REl) 15 Minutes

Decline following Application

Time C (ppb) 8 Hr TWA with
(Min) RE! (ppb)

0 615

1 503

2 412

3 337

4 276

5 226

6 185

7 162

8 124

9 102

10 83

11 68

12 56

13 46

14 37

15 31

16 25 0.287
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Appendix A - Glutaraldehyde Air Concentrations for Hatchery Fogging
Spreadsheet 5 - 8 Air Changes per Hour

Application Parameters

Amount Aj in Product 7 percent
Dilution Rate (1 in X) 42
Product Concentration in Diluted Solution 2.33 percent
Application Rate of Dilute Solution 3.8 liquid oz/minute
Application Rate of Product 0.0884 liquid oz/minute
Amount Ai Applied (Assuming 128 liquid oz/ gallon and 8.35 Ib/ gallon) 0.000404 Ib
Amount Ai Applied (Assuming 454 gm/lb and 1000 mg per gm) 183.2 mg
Volume Treated 10000 ft3
Air Changes per Hour 8
Room Volume (Assuming 28.3 liters/ft3 and 1000 liters/m3) 283 m3
Ventilation Rate 37.7 m3/min
Rate of Increase Formula Rate of Decrease Formula
C=(GA/Q) * (1-er-Qt/V) C=C@ Time Zero * 0.5~(1/0.693 *Q/V)
Where:
Glutaraldehyde air concentration (C) mg/m3
Generation Rate (GA) 183.2 mg/min
Ventilation Rate (Q) 37.7 M3/min
Room Volume (V) 283 M3
Elasped Time (T) Minutes Re-Entry Interval (REI) 25 Minutes
Increase During Application Decline following Application
Time X
GA/Q  QT/V  erQI/V C(mg/m3) C(ppb) Time  C(ppb) ° o TUAWith
(Min) REI (ppb)
0 4,855 0.00 1.000 0 0 0 578
1 4.855 0.13 0.875 0.61 148 1 505
2 4.855 0.27 0.766 1.14 278 2 442
3 4,855 0.40 0.670 1.60 391 3 387
4 4,855 0.53 0.587 2.01 491 4 339
5 4.855 0.67 0.513 2.36 578 5 297
6 259
7 227
8 199
9 174
10 152
1 133
12 117
13 102
14 89
15 78
16 68
17 60
18 52
19 46
20 40
21 35
22 31
23 27
24 24
25 21
26 18 0.300
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Appendix B - ADBAC Air Concentrations for Hatchery Fogging
Spreadsheet 1 - 24 Air Changes per Hour

Application Parameters

Amount Ai in Product 26 percent
Dilution Rate (1 in X) 42
Product Concentration in Diluted Solution 2.33 percent
Application Rate of Dilute Solution 3.8 liquid oz/minute
Application Rate of Product 0.0884 liquid oz/minute
Amount Ai Applied (Assuming 128 liquid oz/ gallon and 8.35 Ib/ gallon) 0.00150 b
Amount Ai Applied (Assuming 454 gm/Ib and 1000 mg per gm) 680.5 mg
Volume Treated 10000 ft3
Air Changes per Hour 24
Room Volume (Assuming 28.3 liters/ft3 and 1000 liters/m3) 283 m3
Ventilation Rate 113.2 m3/hr
Rate of Increase Formula Rate of Decrease Formula
C=(GA/Q) * (1-er-Qt/V) C = C@ Time Zero * 0.5A(T/0.693 *Q/V)
Where:
ADBAC air concentration (C) mg/m3
Generation Rate (GA) 680.5 mg/min
Ventilation Rate (Q) 113.2 M3/min
Room Volume (V) 283 M3
Elasped Time (T) Minutes Re-entry Interval [REl) = 10 Minutes
Increase During Application Decline following Application
TMe  Ga/a  QiV  emar/v c(mg/m3) Time (Min) © (ME/m3) o (Tr‘n'vg’;n":;t)h
0 6.011 0.00 1.000 0.00 0 6.0
1 6.011 0.40 0.670 1.98 1 4.0
2 6.011 0.80 0.449 3.31 2 27
3 6.011 1.20 0.301 4.20 3 1.8
4 6.011 1.60 0.202 4.80 4 1.2
5 6.011 2.00 0.135 5.20 5 0.81
6 6.011 2.40 0.091 5.47 6 0.54
7 6.011 2.80 0.061 5.65 7 0.36
8 6.011 3.20 0.041 5.77 8 0.24
9 6.011 3.60 0.027 5.85 9 0.16
10 6.011 4.00 0.018 5.90 10 0.11
11 6.011 4.40 0.012 5.94 11 0.074 0.00046
12 6.011 4.80 0.008 5.96 12 0.049
13 6.011 5.20 0.006 5.98 13 0.033
14 6.011 5.60 0.004 5.99 14 0.022
15 6.011 6.00 0.002 6.00 15 0.015
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Appendix B - ADBAC Air Concentrations for Hatchery Fogging
Spreadsheet 2 - 20 Air Changes per Hour

Application Parameters

Amount Ai in Product 26 percent
Dilution Rate {1 in X) 42
Product Concentration in Diluted Solution 2.33 percent
Application Rate of Dilute Solution 3.8 liquid oz/minute
Application Rate of Product 0.0884 liquid oz/minute
Amount Ai Applied (Assuming 128 liquid oz/ gallon and 8.35 Ib/ gallon) 0.00150 Ib
Amount Ai Applied (Assuming 454 gm/ib and 1000 mg per gm) 680.5 mg
Volume Treated , 10000 ft3
Air Changes per Hour 20
Room Volume [Assuming 28.3 liters/ft3 and 1000 liters/m3) 283 m3
Ventilation Rate 94.3 m3/hr
Rate of increase Formula Rate of Decrease Formula
C={GA/Q) * (1-en-Qt/V) C = C@ Time Zero * 0.5/(T/0.693 *Q/V)
Where:
ADBAC air concentration (C) mg/m3
Generation Rate (GA) 680.5 mg/min
Ventilation Rate (Q) 94.3 M3/min
Room Volume (V) 283 M3
Elasped Time (T) Minutes Re-entry Interval (REI) = 10 Minutes
Increase During Application Decline following Application
Time 8 Hr TWA with
GA/Q Qar/v er-QT/v C({mg/m3) Time (Min) C (mg/m3) REI (mg/m3)
0 7.214 0.00 1.000 0.00 0 7.1
1 7.214 0.33 0.717 2.04 1 5.1
2 7.214 0.67 0.513 3.51 2 3.6
3 7.214 1.00 0.368 4.56 3 26
4 7.214 1.33 0.264 5.31 4 1.9
5 7.214 1.67 0.189 5.85 5 1.3
8 7.214 2.00 0.135 6.24 8 1.0
7 7.214 2.33 0.097 6.51 7 0.69
8 7.214 2.67 0.070 6.71 8 0.48
9 7.214 3.00 0.050 6.85 9 0.35
10 7.214 3.33 0.036 6.96 10 0.25
11 7.214 3.67 0.026 7.03 11 0.18 0.0013
12 7.214 4.00 0.018 7.08 12 0.13
12.5 7.214 4,17 0.016 7.10 13 0.09
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Appendix B - ADBAC Air Concentrations for Hatchery Fogging
Spreadsheet 3 -16 Air Changes per Hour

Application Parameters

Amount Ai in Product 26 percent
Dilution Rate (1 in X) 42
Product Concentration in Diluted Solution 2.33 percent
Application Rate of Dilute Solution 3.8 liquid oz/minute
Application Rate of Product 0.0884 liquid oz/minute
Amount Ai Applied (Assuming 128 liquid oz/ gallon and 8.35 Ib/ gallon) 0.00150 Ib
Amount Ai Applied (Assuming 454 gm/lb and 1000 mg per gm) 680.5 mg
Volume Treated 10000 f13
Air Changes per Hour 16
Room Volume (Assuming 28.3 liters/ft3 and 1000 liters/m3) 283 m3
Ventilation Rate 75.5 m3/hr
Rate of increase Formula Rate of Decrease Formula
C=(GA/Q) * (1-er-Qt/V) C = C@ Time Zero * 0.57(T/0.693 *Q/V)
Where:
ADBAC air concentration (C) mg/m3
Generation Rate (GA) 680.5 mg/min
Ventilation Rate (Q) 75.5 M3/min
Room Volume (V) 283 M3
Elasped Time (T) Minutes Re-entry interval (REl) = 10 Minutes
Increase During Application Decline following Application
Time 8 Hr TWA with
GA/Q ar/v  erQl/v C(mg/m3) Time (Min) C (mg/m3) REI (mg/m3)
0 9.017 0.00 1.000 0.0 0 8.4
1 9.017 0.27 0.766 2.1 1 6.4
2 9.017 0.53 0.587 3.7 2 49
3 9.017 0.80 0.449 5.0 3 3.8
4 9.017 1.07 0.344 5.9 4 2.9
5 9.017 1.33 0.264 6.6 5 2.2
6 9.017 1.60 0.202 7.2 6 1.7
7 9.017 1.87 0.155 7.6 7 1.3
8 9.017 2.13 0.118 7.9 8 1.0
9 9.017 2.40 0.091 8.2 9 0.76
10 9.017 2.67 0.070 8.4 10 0.58
11 0.45 0.0040
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Appendix B - ADBAC Air Concentrations for Hatchery Fogging
Spreadsheet 4 -12 Air Changes per Hour

Application Parameters

Amount Ai in Product 26 percent
Dilution Rate (1in X) 42
Product Concentration in Diluted Solution 2.33 percent
Application Rate of Dilute Solution 3.8 liquid oz/minute
Application Rate of Product 0.0884 liquid oz/minute
Amount Ai Applied (Assuming 128 liquid oz/ gallon and 8.35 Ib/ galion) 0.00150 1b
Amount Ai Applied {Assuming 454 gm/lb and 1000 mg per gm) 680.5 mg
Volume Treated 10000 ft3
Air Changes per Hour 12
Room Volume {Assuming 28.3 liters/ft3 and 1000 liters/m3) 283 m3
Ventilation Rate 56.6 m3/hr
Rate of Increase Formula Rate of Decrease Formula
C = (GA/Q) * (1-er-Qt/V) C =C@ Time Zero * 0.5/(T/0.693 *Q/V)
Where:
ADBAC air concentration (C) mg/m3
Generation Rate (GA) 680.5 mg/min
Ventilation Rate (Q) 56.6 M3/min
Room Volume (V) 283 M3
Elasped Time (T) Minutes Re-entry Interval (REI) = 15 Minutes
Increase During Application Decline following Application
Time 8 Hr TWA with
GA/Q QT/vV  erQT/V C(mg/m3) Time (Min) C (mg/m3) RE! (mg/m3)
0 12.023 0.00 1.000 0 0 9.3
1 12.023 0.20 0.819 2.2 1 7.6
2 12.023 0.40 0.670 4.0 2 6.3
3 12.023 0.60 0.549 5.4 3 5.1
4 12.023 0.80 0.449 6.6 4 4.2
5 12.023 1.00 0.368 7.6 5 3.4
6 12.023 1.20 0.301 8.4 6 2.8
7 12.023 140 0.247 9.1 7 2.3
7.5 12.023 1.50 0.223 9.3 8 1.9
9 1.5
10 1.3
11 1.0
12 0.85
13 0.69
14 0.57
15 0.48
16 0.38 0.0044
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Appendix B - ADBAC Air Concentrations for Hatchery Fogging
Spreadsheet 5 - 8 Air Changes per Hour

Application Parameters

Amount Ai in Product 26 percent
Dilution Rate {1 in X) 42
Product Concentration in Diluted Solution 2.33 percent
Application Rate of Dilute Solution 3.8 liquid oz/minute
Application Rate of Product 0.0884 liquid oz/minute
Amount Ai Applied {Assuming 128 fiquid o2/ gallon and 8.35 Ib/ gallon} 0.00150 Ib
Amount Aj Applied (Assuming 454 gm/Ib and 1000 mg per gm) 680.5 mg
Volume Treated 10000 ft3
Air Changes per Hour 8
Room Volume (Assuming 28.3 liters/ft3 and 1000 liters/m3) 283 m3
Ventilation Rate 37.7 m3/hr
Rate of Increase Formula Rate of Decrease Formula
C =(GA/Q) * (1-en-Qt/V) C=C@ Time Zero * 0.5(T/0.693 *Q/V)
Where:
ADBAC air concentration {C) mg/m3
Generation Rate (GA) 680.5 mg/min
Ventilation Rate (Q) 37.7 M3/min
Room Volume (V) 283 M3
Elasped Time (T) Minutes Re-entry Interval (REl) = 25 Minutes
Increase During Application Decline following Application
Time 8 Hr TWA with
GA/Q Qv/v en-QT/V C(mg/m3) Time (Min) C (mg/m3) REI (mg/m3)
0 18.034 0.00 1.000 0 0 8.8
1 18.034 0.13 0.875 2.25 1 7.7
2 18.034 0.27 0.766 4.22 2 6.7
3 18.034 0.40 0.670 5.94 3 59
4 18.034 0.53 0.587 7.45 4 5.1
5 18.034 0.67 0.513 8.77 5 45
6 3.9
7 3.4
8 3.0
9 26
10 2.3
11 20
12 1.8
13 1.5
14 1.4
15 1.2
16 1.0
17 0.91
18 0.80
19 0.70
20 0.61
21 0.53
22 0.47
23 0.41
24 0.36
25 0.31 0.0046
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Registration:
Company:

Risk Manager:

Risk Manager Reviewer:

Sent Date:

Type of Registration:

Action Desc:

Ingredients:

Expedite:

DP Ingredient:

Decision #: 479830

DATA PACKAGE BEAN SHEET

DP #: (412813)

PRIA
Date: 27-Jun-2013
Page 1 of 1 Parent DP #:
Submission #: 936796
. . . E-Sub #:
* * * Registration Information * * *
66171-7 - SYNERGIZE
66171 - PRESERVE INTERNATIONAL
RM 31 - Velma Noble - (703) 308-6233 Room# PY1 S-8855
Emilia Oiguenblik EOIGUENB
TENTATIVE Due Date: 07-Apr-2014 Edited Due Date:
Product Registration - Section 3
(A572) NEW PRODUCT OR AMENDMENT REQUIRING DATA REVIEW FOR RISK ASSESSI
043901, Glutaraldehyde(7%)
069175, Alky!* dimethyl benzy! ammonium chioride *(67%C12, 25%C14, 7%C16, 1%C18)(26%)
* * * Data Package Information * * *
O Yes @ No Date Sent: 27-Jun-2013 Due Back:

043901, Glutaraldehyde

069175, Alkyl* dimethy! benzyl ammonium chloride *(67%C12, 25%C14, 7%C16, 1%C18)

DP Title: Amendment
CSF Included: () Yes @ No Label Included: () Yes @ No Parent DP #:
Assigned To Date In Date Out

Organization: AD / PSB

Team Name: RASSB1 Science Due Date:

Reviewer Name:

Sub Data Package Due Date:

Contractor Name:

Steve- RASSB- Preserve International has submitted an amendment requiring a data review for Risk Assessment for a change in REI or PPE
on use rate. The study is for air concentrations for latchery.. Tim Dole looked at the study. Technical Screen dated 9-27-13 MRID #49153101

* * * Studies Sent for Review * * *

No Studies

*** Additional Data Package for this Decision * * *

No Additional Data Packages

*** Data Package Instructions * * *

Last Possible Science Due Date: 07-Apr-2014
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[

'&g UNITED STATES ENVIRONM
hw A01MS
WASHINGTON,

roved OMB No. 2070-0050

NTAL PROTECTION AGENCY
ect, S.W,
D.C. 20460

Paperwork Reduction Act Notice: The public reporting purden for this cullection of ifformation ic estimated to average 1.26 hours par respongse for registration
and 0,25 hours per response for reregistration and special review activities, including tifne far reading the instructions and completing the necessary forms. Send

comments regerding burden estimate or any ather aspect of this collection of infarmat;
Information Management Division (21137), U.8. Envirenmental Protcction Agency, 401
Do not send the completed form to this address.

n, including suggestions for reducing the burden te: Director, QPPE
Straet, 8.W., Washington, DC 20480.

Centification with Respect

o Citation of Data

Applicant's/Registrant's Name, Address, and Telephone Number

EPA Registration Number/File Symboi

Preserve International. PO Box 17003, Reno, NV 89511 66171-7
Active Ingredient(s} and/or representative test campound(s) Date
Alkyl (C12 67%, C14 25%, C16 7%, C18 1%) dimelthyl benzyl ammonium chioride, [Glutaraidehyde May 25, 2011

General Use Pattern(s) (list all those claimed for this product using 40 CFR Pant 158)
Farm, Indoor non-food, animal, cooling and processed water freatmant

Product Name
Synergize

NOTE: If your product is & 100% repackaging of anather purchased EPA-register
submit this form. You must submit the Formulator's Exemption Statemerit (EPA Form

praduct labeled tor all tha same wses on your labe, you'do. not nead to
8570-27).

| am respondlng to a Data-Call-in Notice, and have ncluded with this fuam & |i
be usaed for this purpose),

]

st of companics sent offers of compansation (the-Data Matrix form ghould

h

SECTION I: METHOD OF DATA SUPH

IORT (Check one method only)

LI

i am using the cite-all method of suppar, and have included with this form
a list of companies sent offers of compensation (the Data Matrix form
should be used for this purpase).

L1

| am using the selgctive mathod of support (or cite-all option
under the selective method), and have included with this tom a
completed list of data requirements (the Data Matrix form must be

SECTION Il: GENERAL

DFFER TO PAY

[Reyuired if using the cite-all methed or when using the cile-al option under the sele

D | hareby affer and agree 10 pay compensation, 1o other parsons, with regard

tive method to satisfy one or more data requiraments)

the approval of this application, to the extent required by FIFRA,

used),
ﬁ.

SECTION ill: CER]

[IFICATION

| certify that this application for registration, this farm for reregistration, or {
application for registration, the form for reregistration, or the Data-Call-in response. |
indicated in Section |, thia epplication is supported by all data in the Agency's files th
substantially similar preduct, or one or more of the ingredients in this product; and (2
requirements in effect on the date of appraval of this application if the application so
usas .

t

| certify that for #2ach exclusive use study cited in support of this registratid
the written permission of the origina) data submitter to cite that study.

is Data-Call-In respense is Supported by afl data submitted or citsd i the
h addition, if the cite-all option or cite-all option under the selective method is

is & type of data that would be required (v Le submitied under the dota
ght the initial registration of a product of identical or similar composition and

h of reregistration, that | am the orlginal data submitter or that | have obfained

(1) cancern the proparties or affects of this product or an identica) or

1 cairtify that for each study cited in suppont of this registration or reregistratio

submitter; (b) | have obtained the permission of the original data submitter fo use the s

compensation have expited for the study; (d) the study is in the publis iterature; or (§) | have natified in wiiting the company that submitted the study and have
(c)(2)(B) of FIFRA; and (ii) to commence negotlations (o delernine the

offered (f) to pay compensation to the extent required by sections 3(c)(1)(F) and/or
ameount and terms of compensation, if any, to be paid far the use of the study.

| certify that in all instances where an offer of compensation is required,
accordance with sections 3(c)(1)(F) and/or 3(cH2)(B) of FIFRA are available and wij) b
rvidence to the Agency upon request, | understand that the Agency may initiate action
FIFRA.

| certify that the statements | have made on this form and all attacifiments to It are true, accurate, and complete. | acknowledge that any
anment or both under applicable law. :

knowingly false or misieading statement may Le punishable by fine or imprl

pies of all offers 10 pay cutnpensation and cvidsnce of their delivery in

n that is not an exclusive use study, eithar: (a) | am the original data
tudy in support of this application; (¢) all periods of eligibllity for

e submitted 1o the Agency upon request. Sheuld | fail to produce such
to deny, cancel or suspend the registration of my product in conformity with

Signature - Date Typed or Printed Name and Title
/ GHOM3 Gary E. Gaumer, Preswent
EHA Form 8570,84 (9-97) Elcctranic and Paper versions availahle. Submit only Papgr version.
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WASHINGTON, D.C. 20460

-~
e Form Approved GlYB No. 2070-0060
'&'} UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

(».,_,,,f 401 M Street, SW.

send the form tothis address.

Paperwork Reduction Act Notice: The public reporting burden for ths celleclion of infarmation is estimated to average 0.25 haurs per response for registralion ‘activities and 0.25 hours per response far
reregistration and special review adivities, including Ime for reading Ihe instructions and campleting the necessary forms. Send commants regzrding the burden estimate or any other aspect of this collection of
informarian, including suggeslions ‘or reducng the burden te; Divector, JPPE Information Management Divsion (2137}. U_S. Znvironmental Proteclion Agency, 431 M Street, S.W. Washington, DC 20460. Do not

Gary E. Gaumer, President

DATA MATRIX
Date May24, 2011 EPA Feg No./File Symbs) 661717 Page ! of 3
icant's’Registrants Name & Address Product
senve Interrational, PO Box 17003, Rano, NV 89511 Synergize
Ingredianl  Alkyl dimethyl benzyl ammenidm chioride, Glutaraldehyce
Guidleline Reference Mumber Guideline Study Nzme MRID Numier Submitter Status Nole
Submission of Prcduct Chemistry and Efficacy Data 44433700 Preserve Interiational QOwn
in suppcrt of the application for regstration of Synergize
Disinfeclant. —
81-1 Praduct Identity & Disclosure of ingredients 44433701 Preserve Intemational Cwn
651-2 Product |dentity - Beginnirg Materials & Mig. Process 44433701 Preserve Inleinational Own
61-3 Product ldenlity - Discusson of Formatian of impurites | 44433701 Preserve Imernational Own
62-2 Analysis of Ingredients - Certification of Limits 44433701 FPresanve International Own
63-0 Reports of Multiple PhysicallChemical Characteristics 4443371 Presarve irternational Own
-0- Selected Physical Charactaristics 44433702 Preserve International Own
62-1 Ana!ysjs of Ingredients-Praliminary Analysis of Product 44433703 Presarve International Cwmn
52-3 Anaiﬁis ol Ingredients-Aralytical Methad to Verify Limits 44433703 Preserve International Own
62-1 Analysis of Ingredierts-Praliminary Analysis of Preduct 44433704 Preserve Internaliona Own
62-3 Analysis of Ingredients-Aalytical Method to Verify Limits 44433704 Praserve international Qwn
" ACAG Disinfectant Tevsling {Efficacy) 44433?05 _Preserve Internationad Own
S AOAC Disinfactanl Testing (Efficacy)-Addendum 1 Preserve Internaticnal ] Own
Signature Name and Tile Date

June 19, 2012

70-35 (8-87) Electronic and Paper versions avzilable. Submit only Paper version.

" Agency Internal Use Copy
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e ) Form Approves OMEB No. 2070-0080
t&;% ' UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
—d 401 M Street, S.W,
. WASHINGTON, D.C. 20460
Papervwork Reduction Act Notice: The pué:lic raporiing burden for this caflectian of infcnmation is esﬁmatéd to average 0.25 hours per response for redisiration actir.'ities. and 0.25 hours per response for
reregisiralion and specialreview activilies, including ime for reading the instruckons and completing the necessary forms. Send commenls regarding the burden estimate or any pther aspect of this coltection of
infgrmalion, including suggestions for reduc ng the burdan to; Directer, OPPE Informatior Management Divsion (21373, U.S. Environmental Protection Agency, 401 M Street, S.W.. Washington, DS 20460. Do not
send the form lo Ihis address.
DATA MATRIX
Date May 24, 2011 EPA Reg NoJFile Symbal 861717 Page? of 3
nlicant's/Registrants Name & Address v 7 | Product
serve International, FO Box 17003, Reno, MV 89511 Synergize
ingredient  Alkyl dimethy! benzy ammanium chloride, Glularaldehyde
Guide'ne Referznce Mumber Guideline Study Neme WRWD Mumber Submitter Status Note
Toxictiy Data Submission Cover Sheet 44569500 Preserve Internationat CQan
8141 Acute Tox & Initafion - Acute Oral Taxicity 44569501 Preserve Intemalicnal Cwmn
g1-2 ] Acute Tox & Iirilation - Acute Dermal Toxicity 44569502 Preserve Intemational owIT
81-5 Acute Tax & Irntation - Primary Demnal lrritetion 44589503 Preserve Internalicnal Qwin
81-4 Agute Tox & Iritaiion - Primary Eye |ritatian 44565504 Praserve Intemational Qwn
81-3 Acule Tex & Irritation - Acute Inhalation Tox city 44569505 Presarve International Gwn
81-6 Acute Tex & Irtation - Cermal Sensitization 44569506 Preszrve intesnalional Own
Fungicidal Data Submission Cowver Sheet 45147100 Preserve International Own
AOAC Fungicida Producl Test - Efficacy Data 4514711 Preserve [nternational Own
Parcine Aespiratory & Reproductive Cover Sheet 46391200 Preszrve Iniernational Own
Porcine Respiraiory & Reproductive Syndrome Virus Data | 46391501 Praszarve Internationa Gwn
Avian Inlizenza A (H3N2} Virus Cover Shest 45770300 Preserve International G
Avian influenza A (FI3N2) Virus Data 46770301 Preserva Internalicna Own
Escherichia coli [F18) Cowver Shest 46770300 Freserve International Own
. ﬁ Escherichia cali (F18) Data 46770302 Preserve Intemationa Owin
Signature /l% ' ) V ' | Name and THle - Date
’ ' s ' Gary E. Gaumey, Prasident June 19, 2013
~EPA Form ﬁ‘h:ﬁ {9-97) Electroric and Paper versions avalable. Submit only Paper version. ' Agency Internai Use Copy
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P gy Form Approved OME No. 2¢70-0060
= '} UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
(\,.,.;’ ‘ 401 M Street, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reperting burden for this collection of nfarmation is eslimatzd to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review azlivities, inchuding Bme for reading the instructions and sompleting the necessary forms. Send commants regarding the burden eslimate or any other aspext of lis collection of
information, including suggastions far redudng the burden to: Direcior, OPPE [nfarmation Management Divisian (2137, U.S. Envirenmental Pralaction Agency, 401 M Strset, S.W. Washinglon, DC 20460. Jo nol
send the form te this addeess.

DATA MATRIX
Date May 24, 2011 EPA Reg Mo File Symbol 861717 Page3 o I
3 “licenl’sfRegistrant’s Name & Address . .| Product
iarve Intarnational, PO Box 7003, Reng, NV #9511 Synemgize

Ingrediznl  Alkyl dimethid benzyl ammonium chioride, Glutaraldehyds
Guidelne Reference Number Guideling Study Mzme MRID Mumber Subamitter Status Note

Poreine arcoviruss Type 2 Cover Lefter 48508300 Praserve Intemational QOwn

Parcine citcovirus Type 2 Data 45808801 Preserve Intemational Own

Glutaraldzwde pir Concentrations for Hatchery Fagging TBD Preserve international W

poul
Signature Name and Tiie Date
) ' Gary E. Gaumner, President June 19, 2013
—""EPA WSS?&-SE {9-97) Eleclronic and Faper versions avalable. Submit only Paper version. » Agency Irternal Use Copy
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o Ferm Approved OMB No. 2070-0060
(&'} UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
gw”s 401 N Strest, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notfce: The puslic repoding burdzn for this colleclion of information is estimated to average 0.25 hours pe- response for registration activitios and 0.25 naiirs per response for
reregistration and special review aclivitles, inzfuding time for reading theinstructicns and complating the necessary forms. Send comments regariing Ihe surden estimate cr any other aspec! of this collection of

informat on, Including suggestions for reducing the burden to: Bireclor, OPPE Information Managerient Division {2137}, U.S. Envirenmenta) Proleclion Agency, 401 M Street, S\W., Washington, DC 20460. Oo not
send the form to this address.

DATA MATRIX
Date May 24, 2011 EPA Rag No.Fie Symbal 681747 Page! of 2
licans/Regitlrant’s Name & Address , | Produat ‘
sarve Intemational, PO Box 17003, Reno, NV 83511 Synergize
Ingredient Alky dimethyl benzyl ammonitm chloride, Glutaraldehyde
Guideline Reference Number Guideline Study Nams MRID Number Submilter Status Mole
Preserve interrational Owin
Praserve International Cra
Presarve International Crwn
Pressrve Intemational ) Own
Preserve lnteme;tlonal Own
Presarve l_ntemaﬂdnal Own
Praservs Inlsinational - Own
Presarve Inteinational Own
Ereséwe Intemational Owin
Pressrve Internalional _ Own
Preserve international Own
Pressive Internationat Cwn,
Praserve lnlrmaliona-l» Qwn :
Signature 4’ - : - | Name and Tile : Date
?(”/ / ' Gary E. Gausmar, President ' June 18, 2013
EPA i:: g 7[:435 {Q-QD:Ebclmﬂc and Paper verslons atra!ﬁb‘la. Submil only Paper version. . : Public File Copy -
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Form Approved OMB Mo. 2070-0C60

UMITED STATES ENVIRONMENTAL PROTECTION AGENCY
; 401 M Street, S.W. ’
WASHINGTON, D.C. 20460

Paperwark Reductlon Act Nolice: The public reporiing burden for this colfection of information is estimated lo average 0.25 hours per rasporse for regisiration activilies and 0.25 haurs per response for
reregistralion and special review aclivilies, including time for reading the instructions and tompledirg the necessary forms. Send comiments regarding lhe busden estimate ar any other asped of this collection of
informalion, including suggeslions for reducing the burden to: Oirector, OPPE Infarmation Management Division {2137), U.S. Environmental Proteclion Agency, 431 M Strest, S.W., Washington, DC 20460. Do not

send the form to this address.
DATA MATRIX
Date May 24, 201 EPA Reg No./File Symbol 66171-7 page? of 3
Wicant'syRegsirant's Name & Address Product
serve International, PO Box 17003, Rena, NV 85511 Synergize
Ingredient Akl dimethyl benzyl ammonium chioride, Glutaraldehyde
Guideline Reference Number Guideline Study Name MRID Number Subrmitter Status Note
Preserve |ntemalicnal Cwimn
Preserve Intemational Own
Preserve Intemational Own
Praserve Intemnational Own
Preserve Inferrational Own
Preserva International Own
Preserve International Own
Presarve Internaticnal Own
Presarve International Cwin
Preserve International Owm
Pressrve Intemational Own
Preserve Internaliona Own
Preserve Internatonal Own
Preserve International Own
Presarve Internationa; Own
Namse and Tile Date
Gary E. Gaumoer, President L June 19, 2013
EPA Fom WS (9-97) Electronic and Paper versions avaiable. Su‘am‘[t only Paper version. Public Flle Copy
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n Ferm Agproved OMB No. 2070-0060
L g UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
rrd ) © 401 M Streset, S.W.
: WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reparting burcen for this callection of infomalion is estimsted to average 0.25hours per response for regstralion activilies and 0.25 hours per response for
Teregistration anc special review adivities, including tme for reading the instruclions and completing \he necassary fenms. Send comments regarding the burden estimate ¢r any other aspect of this molfection Sf

informaion, including suggestions lor reduciag the burden ta: Director, OPPE Infarmation Management Division {2137), U.S. Environmantal Protection Agency, 401 M Street, S\, Washingten, DC 20460. Do not
send the form to lhis address.

DATA MATRIX
Date May 24, 2011 EPA Reg No.File Symbal 861717 Page? of 3
Sicant's/Regisirant's Name & Address ' . Praduc!
sene Internatianal, PO Box 17003, Reno, NV 63511 Synergize
Ingredient Al dimethyt benzyl ammonium chiaride, Gluteraldehyde
Guideline Reference Nurrber Cuideline Study Name MRID Number Submiter Status Mole
Praserve International Own
Prsseve International Own
Preserve Internalional Swire
Signalure Narre and Tille Date
Gay E. Gaumer, President June 18, 2013
EPﬁlm 857¢-35 {9-97) Electronic and Paper versions avatable. Submit only Paper version. ~ Pubtic Fite Copy
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gguenblik, Emilia

From: Noble, Velma

Sent: Wednesday, August 07, 2013 9:27 AM
To: Gary Gaumer

Cc: Oiguenblik, Emilia

Subject: RE: Synergize

Hi Mr. Gaumer,

Tim has finished his review. Emilia who works on the team is working on this PRIA. I just
returned to the office. I will give you and update next week.

----- Original Message-----

From: Gary Gaumer [mailto:gegaumer@preserveinc.com]
Sent: Tuesday, July 30, 2013 5:20 PM

To: Noble, Velma

Cc: Dole, Timothy

Subject: Synergize

Hello Velma,

I am checking on the progress of the Synergize amendment. I believe Timothy mentioned that
he thought it would be wrapped up this week.

Thanks for the help.

GG
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From: Gary Gaumer [mailto:gegaumer@preserveinc.com]
Sent: Tuesday, July 30, 2013 5:20 PM

To: Noble, Velma

Cc: Dole, Timothy

Subject: Synergize

Hello Velma,

| am checking on the progress of the Synergize amendment. | believe Timothy

mentioned that he thought it would be wrapped up this week.
Thanks for the help.

GG
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Steve

From: disinfectking [mailto:disinfectking@comecast.net]
Sent: Tuesday, May 07, 2013 8:54 AM

To: Weiss, Steven
Cc: Gary E. Gaumer
Subject: Re: From Bruce Spielholz-Preserve International

Hi Steven,
Thank you for your reply.

| have attached the letter we received regarding a denial for our requested change in our product Synergize,
EPA Reg. No. 66171-7, concentration application, REl and PPE.

Velma Noble is our PM.

This request was based on several factors.

We had a meeting with AMD on January 23, in which risk assessment was represented.
Our points were:

1) We wanted to lower the application rate for fogging as an "adjunct" or "supplement" to cleaning and
disinfecting from the 1:4 level presently listed on fogging approved labels to 1:42.

Our contention was, since EPA does not presently have approved claims for sanitizing or disinfecting by
fogging, (we are aware this is being developed), why would lowering the exposure be of concern?

IF the 1:4 "was" supposed to represent some type of efficacy as an "adjunct" or "supplement" to prior cleaning
and disinfecting, Synergize had already proven to exhibit disinfecting efficacy at an application rate of 1:256,
more than 5 times less concentration than we were requesting.

A Short Background:
October 9, 2012, | was invited by Jeff Kempter to speak about fogging as it pertains to hatcheries at EPA AMD.

| was asked to bring two other industry experts. included Dr. Christopher Williams from Pfizer Global Animal
Health, and Dr. Charles Steven Roney, representing USDA APHIS.

Since | have spent more than 30 years involved with developing disinfectant and sanitizers as we as designing
fogging systems, | felt | was uniquely qualified to discuss this subject with the Agency in view of their growing
interest in amending the fogging approvals for disinfectants.

It was obvious by the directions on disinfectants and sanitizers which have been in place for many years that
the agency did not have a clear picture of how hatcheries function, so | brought a great deal of information to
show them, and even included a video of what real fog, not mist or spray, looks like, and how it can be
generated and applied.

69




| also explained the challenges we ...e with constant recontamination, ha:  aters, and especially enormous
air flows resulting in as many as 50 ACH.

When contacting EPA at the request of one of our customers, one of the largest poultry producers in the
country, | asked Jennifer McClaine the following question:

"Dear jennifer,

Thank you for taking the time to speak with me this morning about the varicus fogging uses.

t have attached our label and highlighted the area on page two relevant 1o my guestion.

Based on how we read this "NOTE:", and as this "NCTE" is specific regarding a reentry time of two (2} hours,
we believe the "NQTE" refers to C) POULTRY HOUSES AND LIVESTOCK BUILDINGS and not A} HATCHERY
ROOMS or

B} INCUBATORS AND HATCHERS, as both A} and Bj have their own recommended reaeniry times.

Please advise.

Thank you in advance.

Regards,

Bruce Spietholz
Preserve International”

I received this response from Velma Noble who contacted Tim Dole about our question:

"Hi,

This is a e-mail from Tim Dole, who works in the Risk Assessment and Science Support Branch.
Velma

The product in question (Synergize, #66171-7) contains 26% ADBAC and 7% glutaraldehyde, The REl of 2 hrs is
for ADBAC and it is based on a calculation of ADBAC air concentrations using a model that accounts for
removal by ventilation. The initial concentration was based on the label and subsequent air concentrations

" were calculated using an air exchange rate of 4 air changes per hour. A similar calculation was also done for
the glutaraldehyde RED and this calculation indicated that the RE! should be 3 hours. Although this REl was
included in the glutaraldehyde RED, the iabels have not been updated to reflect REl because the
glutaraldehyde DC! has not yet been issued

The REI calculations for both ADBAC and glutaraldehyde could be refined if there is information available that
indicates that the air exchange rate is greater than 4 air changes per hour. The REI calculation for ADBAC could
also be refined to account for particle settling (i.e. Stokes law) if the particle size distribution were known.
Since glutaraldehyde is more volatile the particle settling concept does not apply.

If the REls cannot be refined using ventilation data, then it will be necessary to measure the air concentrations

directly to plot the rate of decrease for ADBAC and glutaraldehyde. This could be done by taking air samples at
3
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specified intervals (say every 15 mi.....es) along with observations of contrc |, conditions such as the
ventilation rate and the quality of air distribution. This couid be done in an actual poultry house or it could be
done in an exposure chamber. The most relevant EPA Guideline for this type of study is 875.2500 Inhalation
Exposure Post Application.

Timothy Dole, CIH
Industrial Hygienist
Antimicrobials Division
703-305-6450

Velma Noble---12/14/2012 02:44:29 PM---Hi, Please read the e-mail below and let me know what data is
required for lowering the RE! for a fo

From: Velma Noble/DC/USEPA/US

To: Timothy Leighton/DC/USEPA/US@EPA, Timothy Dole/DC/USEPA/US@EPA
Cc: Dennis Edwards/DC/USEPA/US@EPA

Date: 12/14/2012 02:44 PM

Subject: Re: From Bruce At Preserve Re: Fogging"

Tim's response is what triggered the meeting regarding our requested amendment, in which we believed we
qualified every concern regarding our request.

| supplied a letter from one of the largest hatchery incubation companies in the country in which the letter
(attached) explained the ACH were much greater than the agency had been previously informed, that Tim was
kind enough to chart a graph in which it illustrated the application and decay rate for the actives would not
present an exposure problem based on the information provided.

Further, we located PPE which had been tested and approved and would be satisfactory for REI at our
requested application rate staying below the ACGIH exposure levels.

EVEN if the application remains at 1:4, Tim's chart clearly shows Synergize will still remain under the ACGIH
exposure levels during fogging within 50 seconds, requiring the full mask and cartridge and under exposure
levels, requiring no PPE for REI, within 8 to 9 minutes.

You were copied on Tim's letter to me of January 25 regarding this chart and your groups willingness to help.

Steven, the agency clearly has issues with fogging directions. We understand this and have attempted to shed
light on areas of our industry concern.

We were not let do believe and do not believe the "new" fogging directives, which have not yet been placed
due to lack of available protocols should hinder our efforts to provide the most effective and safest means of
providing this application to our customers.

Note: To further illustrate any concern regarding efficacy at our 1:42 requested application rate, | brought
several hundred poultry company and state performed bacteria and mold plates to show the efficacy of
Synergize at this rate. These plates did not show a reduction of bacteria and molds, but a complete
elimination.
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Dole, Tim

Glutaraldehyde, Alkyl* dimethyl
benzyl ammonium chloride
*(67%C12, 25%C14, 7%C16, 1%C18)

043901,
069175

66171-7

4/7/14

4/7/14
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Oiguenblik, Emilia

From: Naoble, Veima

Sent: Wednesday, August 07, 2013 9:25 AM
To: Oiguenblik, Emilia

Subject: FW: Synergize

Let's try to wrap this one up. AS572 - 66171-7

————— Original Message-----

From: Gary Gaumer [mailto:gegaumer@preserveinc.com]
Sent: Tuesday, July 30, 2013 5:20 PM

To: Noble, Velma

Cc: Dole, Timothy

Subject: Synergize

Hello Velma,

I am checking on the progress of the Synergize amendment. I believe Timothy mentioned that
he thought it would be wrapped up this week.

Thanks for the help.

GG
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PRESERVE

INTERNATIONAIL

www.Preservelnternational.com

rid Headquarters P.0. Box 17003, Reno, NV 89511 e Bus: (775) 853-9776 e Fax: (775) 406-3413 » USA: (800) 995-1607
Tennessee Operation 1213 Empire Avenue, Memphis, TN 38107 ¢ Bus: (901) 272-0031 » Fax: (301) 726-6446
California Operation 1355 Paulson Road, Turlock, CA 95380 e Bus: (209) 664-1607 ® Fax: (209) 664-1728

April 30,2013
VIA Certified Mail - Return Receipt Number 7008 1140 0003 3182 6336

Ms. Velma Noble

U.S. Environmental Protection Agency
Document Processing Desk

Office of Pesticide Programs (7504P)
1200 Pennsylvania Avenue, N.W.
Washington DC 20460-0001

Re: Response to April 1, 2013 EPA letter on fogging data

Dear Ms. Noble:

This letter is in response to the EPA’s April 1, 2013 letter requesting Preserve International’s
intentions regarding the submission of data to support the fogging claim for our product
Synergize, EPA registration number 66171-7.

Preserve International intends to generate the necessary data to support the fogging claim. We

. have already begun the process of working with the science branch to develop a protocol that the
EPA will accept.

If I may be of further assistance, please feel free to contact me at 775-853-9776.

Thank you for your time and consideration.

Sincerely,

E. Gaumer

President ' T@ éjn (3 l

“The Solution is Preserve”
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[Fee for Servicel (936796~

This package includes the following for Division |

©New Registration *AD

© Amendment “BPPD

°RD
Studies? " Fee Waiver?
, Risk Mgr. | 31

“volpay % Reduction: i

Receipt No. S-| 936796 1

EPA File Symbol/Reg. No. 66171-7 {

Pin-Punch Date: 6/14/2013

—  This item is NOT subject to FFS action.
—— — —ActionCode: | Parent/Child Decisions:

Requested: ARNHD,

Granted: ﬂ\r)l‘) 8\
Amount Due: $J_Lt99_@QO L

Inert Cleared for Intended Use -/ Uncleared Inert in Product
Reviewer:_ TONM B Date: 006~ 11 |3
Remarks:
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S0 ST UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

s M WASHINGTON, D.C. 20460
3 fre}
g ¢

@

4 mm‘—df

June 17, 2013
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

OPP Decision Number: D-479830

EPA File Symbol or Registration Number: 66171-7
Product Name: SYNERGIZE

EPA Receipt Date: 14-Jun-2013

EPA Company Number: 66171

Company Name: PRESERVE INTERNATIONAL

GARY GAUMER

PRESERVE INTERNATIONAL
PO Box 17003

RENO, NV 89511-

SUBJECT: Receipt of Amendment and 75% Small Business Waiver Request
Dear Registrant:

The Office of Pesticide Programs has received your amendment, 75% small business
waiver request, and certification of payment. If you submitted data with this amendment, the
results of the PRN-2011-3 screen will be communicated separately. During the administrative
screen, the Office of Pesticide Programs has determined that this Action is subject to a Pesticide
Registration Service Fee as defined in the Pesticide Registration Improvement Act.

The Action has been identified as Action Code A572:

NEW PRODUCT OR AMENDMENT REQUIRING DATA REVIEW FOR RISK
ASSESSMENT BY SCIENCE BRANCH (E.G., CHANGES TO REI, OR PPE, OR USE
RATE);

Your request for waiver has been forwarded for review. You will be notified in writing
when a determination is made regarding your request. If your waiver request is approved, the
decision review time period will start on the date of approval. If your waiver request is denied,
you will receive an invoice for the outstanding balance.

If you have any questions, please contact the Pesticide Registration Service Fee
Ombudsman at (703) 308-6427.

Sincerely,

Front End Processing Staff
Information Technology & Resources Management Division
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Pay.gnv - Online Payment 6/6/13 10:29 AM

Online Payment
Step 3: Confirm Payment 112]3

Thank you.
Your transaction has been successfully completed.

Pay.gov Tracking Information
Application Name: PRIA Service Fees
Pay.gov Tracking ID: 25B2IRMD
Agency Tracking ID: 74459999950
Transaction Date and Time: 06/06/2013 13:29 EDT
Payment Summary

Address Information Account Information Payment Information
Account Holder Gary American Payment Amount: $2,999.00
Name: Gaumer Card Type: Express Transaction Date 06/06/2013
PO Box Card Number; ************2007 and Time: 13:29 EDT
Billing Address: 3135 Decision
Billing Address 2: Numpber:
City: Registration
66171-7
State / Province: Number:
Zip / Postal Code: Preserv_e
Company Name: |nternational
Country: USA
Company -4
Number:

Action Code: A572
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* N/A — Not Applicable

Footnotes

A. During the 21 day initial content review, all CSFs will be reviewed to determine
whether all inerts listed, including fragrances, are approved for the proposed uses or have
an application pending with the Agency. If an unapproved inert with no application
pending with the Agency is identified, the applicant must either 1) resolve the inert issue
by, for example, removing the inert, substituting it with an approved inert, submitting
documentation that EPA approved the inert for the proposed pesticidal uses, correcting
mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3)
withdraw the application. Removing or substituting an inert ingredient will require a new
CSF and may require submission of data. All information, forms, data and
documentation resolving the inert issue must have been received by the Agency or the
application withdrawn within the 21 day period, otherwise, the Agency will reject the
application as described below.

To successfully complete this aspect of the 21 day initial content screen, applicants are
strongly encouraged to verify that all inert ingredients have been approved for the
application’s uses or have an application pending with the Agency even if a product is
currently registered by consulting the ert Web site and if the inert is not approved nor
has an application pending with the Agency, to obtain the necessary inert approval
prior to submitting an application to register a pesticide product containing that
inert ingredient. Some inert ingredients are no longer approved for food uses or certain
types of uses. The name and/or CAS number on a CSF must match the name and CAS
number on this web site. Simple typographical errors in the name or CAS number have
resulted in processing delays.

If an inert is not listed on the inert ingredient web site and the applicant believes that the
inert has been approved, the applicant should contact the Inert Ingredient Assessment
Branch (IIAB) at inertsbranchizepa.cov and resolve the issue. Copies of the
correspondence with IIAB resolving the issue should accompany the application. All
new inerts except PIP inerts are reviewed by IIAB. The IIAB should also be contacted
for any questions on what supporting data needs to be submitted for and the Agency’s
inert review process. Questions on PIP inerts should be directed to the Chiet of
Microbial Pesticides Branch.

When a brand, trade, or proprietary name of an inert ingredient is listed on a CSF,
additional information such as an alternate name of the inert, CAS number or other
information must also be included to enable the Agency to determine if it has been
approved. Each component of an inert mixture (including a fragrance) must be
identified. In some cases, the supplier of the mixture or fragrance may need to provide
this information to the Agency. Prior to the Agency’s receipt of an application,
applicants must arrange with a proprietary mixture or fragrance supplier to provide the
component information to the Agency or promptly upon EPA’s request. Ifthe inert
ingredients in a proprietary blend (including fragrances) cannot or are not identified or
provided within the 21-day content review period, the Agency will reject the application.

3
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During the 21 day content review, applicants should submit information to the individual
identified by the Agency when the applicant is informed of an unapproved inert.

Unapproved Inerts Identified on CSFs

All applications except conventional new products and PIPs

Once an unapproved inert is identified on a CSF, the Agency will contact the
applicant with the following options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Provide the required information necessary to identify an inert approval
application that is pending with the Agency; or

3. Submit the information and data needed for the Agency to approve the
unapproved inert. Ifthis option is selected and implemented, the Agency may
request an extension in the PRIA decision review timeframe to accommodate
the inert review/approval process;

4. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of these options is selected and implemented by the applicant within the
21 day content review period, the Agency will reject the application and retain

25% of the full fee of the category identified.

Conventional New Product Applications

When the Registration Division identifies an unapproved inert on a CSF with an
application for a new product that the applicant has not identified as requiring an
inert approval (R300 or R301), it will contact the applicant with the following
options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert, including any required petition to establish or amend a
tolerance or exemption from a tolerance. (This option may change the PRIA
category for the application, which could require a longer decision review
time and a larger fee. If additional fees are due, they must be received by the
Agency within the 21 day content review period.)
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of the above options is selected and implemented during the 21-day
content-review period, the Agency will reject the application and retain 25% of
the appropriate fee for the new product-inert approval category.

PIP Applications

When the Biopesticide and Pollution Prevention Division identifies an
unapproved inert on a PIP CSF and a request to approve the inert does not
accompany the application, it will contact the applicant with the following
options:

1. Correct the application by, for instance, correcting the spelling or name of the
inert to that in 40 CFR 174, or providing documentation that the inert has been
approved; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert. Ifan inert ingredient tolerance exemption petition is
required, the petition must be received by the Agency and the B903 fee paid
within the 21 day period. If this option is selected and implemented, the
Agency will discuss harmonizing the timeframe for both actions.

3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of the above options is selected and implemented during the 21 day
content review period, the Agency will reject the application and retain 25% of
the fee.

B. A policy on documentation of offers to pay is still being developed, however, for a
me-too or fast track (similar/identical) new product, R300 or A530, an application
without the necessary authorizations of offers to pay will be placed into either R301 or
A531. The Agency recommends that authorizations of offers to pay be submitted with
other PRIA applications to avoid delays in the Agency’s decision.

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers

prior to submitting their application to the Agency. Documentation of such discussions
should be submitted with the study waiver.
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Memorandum

Date: L | 24 [ 13

To: P 3] , Regulatory Manager

From: Information Services Branch, [TRMD

Y our receipt of this data submission is not an
indication that MRIDs for the enclosed studies have
been posted to OPPIN.

We expect that it will be approximately 5 days
from the above date before the study-level data is
available in OPPIN.

If you have any questions about this process,
please contact Teresa Downs (305-5363).

This is a: <X fully accepted submission
L) partially accepted submission
] rejected submission
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SPRESERVE

INTERNATIONAL
www.Preservelnternational.com

vﬁorldHeadquarters P.0. Box 17003, Reno, NV 89511 e Bus: (775) 853-9776 ¢ Fax: (775) 406-3413 ¢ USA: (800) 995-1607
Tennessee Operation 1213 Empire Avenue, Memphis, TN 38107 o Bus: (901) 272-0031 e Fax: (901) 726-6446
California Operation 1355 Pauison Road, Turlock, CA 95380 e Bus: (209) 664-1607 e Fax: (209) 664-1728

June 13, 2013

Ms. Velma Noble

Office of Pesticides Programs (7504C)

United States Environmental Protection Agency (AMEND)
Ariel Rios Building

1200 Pennsylvania Avenue, N.W.

Washington, DC 20460

Re: Synergize, EPA Registration Number 66171-7

Dear Ms. Noble:

Preserve International hereby submits this data as a follow-up to our amendment application that

was submitted on January 30, 2013.
Included in this submission are the following:

1) Three copies of the data.
2)Receipt showing payment for the PRIA3 fees.

We thank you for your help in this process.

Sincerely,
Preserve International

E. Gaumer
President

“The Solution is Preserve”
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“PRESERVE

INTERNATIONAL
www.Preservelnternational.com

Mgy

' Vﬁoﬂd Headquarters P.0. Box 17003. Reno NV 89571 e Bus: (775) 853-9776 & Fax: (775 406-3473 e USA: (800" 9951607
Tennessee Operation " 213 Empire Avenue, Memphis. TN 38107 e Bus: 1901) 272-0037 & Fax: (907) 726-6446
California Operation 1355 Paulson Road, T.rlock, CA 95380 e Bus: (209) 664-1607 e Fax: (209 664-1728

June 13, 2013

Ms. Velma Noble

Office of Pesticides Programs (7504C)

United States Environmental Protection Agency (AMEND)
Arie] Rios Building

1200 Pennsylvania Avenue, N.W.

Washington, DC 20460

Re: Synergize, EPA Registration Number 66171-7

Dear Ms. Noble:

Preserve International hereby submits this data as a follow-up to our amendment application that
was submitted on January 30, 2013.

Included in this submission are the following:

49153101 1) Three copies of the data.
2)Receipt showing payment for the PRIA3 fees.

We thank you for your help in this process.

Sincerely,
Preserve Interpational

President

“The Solution is Preserve” 91




SEPA

Llesga sord Instrugtions on reverss haforg complating forrs.

United States

Environmental Protection Agency

Washington, OC 20460

OPP Idantifier Number

Registration
Amendment
Other

Application for Pesti

ide - Section |

1. Company/Praduct Number 2. Eﬂ@ Product Managar 3. Proposed Classification

66171-7 Ms. Melma Noble .

L_]Nono LJ Rastricted

4. Campany/Proguct (Namoé . PM#

ynergize 31
5. Name and Address of Applicant finclude ZIF Cadea) 6. Expedited Reveiw. In accordance with FIFRA Section 3(ci3)
Preserve International {bHi], my product is simitar or identical in composition and fabeling
PO Box 17003 t0:
Reno, NV 89511 EPA Reg. No.

D Chack If this is @ new address Prdduct Name
Section|- 1l

. ‘ Amendment - Explein below.
Resubmigsgion in responsa to Agunuy latter dated

D Notification - Explain helow.

|
i
L

Final printed |abels in repgonse
Agency latter dated
"Me Taa™ Application,

ﬂ Othar - Explain below.

to

Explanation: Use additional pagsi(s} if hecessary. (For saction | and Section
Data submission far giutaraldehyde air concentrations for hatchery fagging.

1.)

Section|- 1l

1. Material This Product Will Be Packaged in: —
Child Recietant Pockaging Unit PFackaging Wmm Soluljis Packaging 2. Typa of Containar

Yas ! Yes Yes Matal

: v | Plastic
4 } Ne __r Ne H No - | Glass
; . i "vas" No, par i “Yes" No. per l..._.. | Paper

* Certification must |, i - ; -

e nit Packaging wgt. container Package w#t container Other (Specify)
be submitted 9ing wa ¢ 1 L P

M Lubel

3, Location of Nat Cantente Infoematian

4, Sizels) Ratail Container
275g,2509,559,30g,1

i I Container

50.59,4x19

u On Labsl

5. Location of Label Directions

6. Mennar in Which Label is Atfixed to Product Lithograph |¥] omer _Sleeve
’ ¥ | Paper glyed )
Stenciled
Section - IV
1. Contact Paint {Complata jtemns directly below for identification of individus] to be contactad, if nac Y. to pr this application.}
Name Tite | Telephana No. {Include Area Code)
Gary Gaumer F;resn:iem 775-853-9776
[ .
Certification 8. Date Application
f cortify that the statements | have mada on this form end all anachmenﬁte thereto arée trus, Accurate and complete. Raceived
| acknowladge that any knowlingity talse or mistuadioy statoment may He punizhable by fine ar imprisonment or (Stamped)
both under Moable law,
2, Signewro — 3. Tide
Frosident
4. Typed fome 5. Date
Gary Gaumer June 19, 2013

EPA Form8570-1 (Rev, 3-94) Previous aditians are obsoleta.

White - EPA Fils Copy

Yeflow - Applicant Copy
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PRESERVIL

INTERNATIONAL

www.Preserveinternational.com

” ‘”"Iu!.

L

rld Headgquarters P.O. Box 17003, Reno, NV 89511 o Bus: (775) 853-9776 ¢ Fax: (775) 406-3413  USA: (800) 995-1607

foo
Tennessee Operation 1213 Empire Avenue, Memphis, TN 38107 o Bus: (901) 272-0031 e Fax: (901) 726-6446
California Operation 1355 Paulson Road, Turlock, CA 95380  Bus: (209) 664-1607 » Fax: (209) 664-1728

January 30, 2013

Ms. Velma Noble
Office of Pesticides Programs (7504C)
United States Environmental Protection Agency (AMEND)

Ariel Rios Building
1200 Pennsylvania Avenue, N.W.
Washington, DC 20460

Re: Synergize, EPA Registration Number 66171-7

Dear Ms. Noble:
Preserve International hereby submits this amendment to revise the fogging directions for

hatchery rooms, incubators and hatchers, and poultry houses and livestock buildings for our
product, Synergize, EPA registration number 66171-7.
Included in this submission are the following:
1)Application For Pesticide, EPA Form 8570-1
2)Five separate printouts documenting the appropriate re-entry times for the various air
exchanges listed on the proposed label. These reports are prints developed using the
spreadsheet provided by Mr. Timothy Dole, Industrial Hygienist, Antimicrobials Division.

3)Five copies of the proposed label.

We thank you for your help in this process.

Sincerely,

Preserve Interfiational

E. Gaumer
President
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rrm rorm

Eorm Approved. OMB No. 2070-0060

_Please read instructions on reverse before completing form.
n States Jistration OPP Mdentifisr Number
\VEPA Environmern._. Protection Agency % T Amendment
Washington, DC 20460 Other

Application for Pesticide - Section |

2. EPA Product Manager 3. Proposed Classification
Ms. Velma Noble

P‘gf E]Nono D Restricted

6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
{b){i), my product is similar or identical in composition and iabeling
to:

EPA Reg. No.

16 gf%%nyﬂ’roduct Number

433?1%?5%&"'0“« {(Name)

5. Name and Address of Applicant finciude ZIP Code)

Preserve International
PO Box 17003
Reno, NV 89511

D Check if this is & new address Product Name

Section - I

Ll

D Other - Explain below.

Final printed labals in response to
Agency letter dated
“"Me Too” Application.

E Amendmsnt - Explain below.

D Resubmission in response to Agency letter dated

D Notification - Explain below.

Explanation: Use additional pagels) if necessary. (For section i and Section Il.) ) o
Revision of fogging directions for hatchery rooms, incubators and hatchers, and poultry houses and livestock buildings.

Section - 1l

1. Material This Product Will Be Packaged In:

Child-Resistant Packeging

Unit Packaging

Water Soluble Packaging

2. Type of Container

Yes* Yes Yes Motat
Plasti
No No No GI.:sac
. . H "Yos" No. per If "Yos™ No. per Peper
* Certification must Unit Packaging wgt. containsr Package wgt container Other {Specify)

be submitted

3. Location of Net Contents information

D Labet D Container

6. Manner in Which Label is Affixed to Product

Location of Labet Directions
On Label
On Labeling accompanying product

4, Size(s) Retail Container

Lithograph Other

Paper glued D
Stenciled
Section - IV

1. Contact Point [Complete items directly below for identification of individual to be contacted, if necessary, to pruces.. this spplcsion.]
lTolophone No. {Include Area Code)

—

tle .
Phésident 775-853-5776

Name
Gary Gaumer

K, Data Application
Received

{Gtamped)

Certification
) certify that the stateaments | have mada on this form and all attachments thereto are trus, sccurate and complets.
| acknowiedge that any knowingly falss or misleading statement may be punishable by fine or imprisonment or
both under applicabls law.

2. Sig re 3. Title
President
4. Typed/Name 5. Date

Gary Gaumer January 30, 2013

White - EPA File Copy loriginsl)

EPA Form 8570-1 (Rev. 8-94] Previous editions are obsolete. Yolloév4- Applicant Cop




Mate. @l Sent for Daca Extraction
Reg # /5/7‘/ '.“_;

Description:

F_"f Material(s) Sent to Data Extraction Contractors:

L New Stamped Label Dated _

[l  Notification Dated

I New CSF(s) Dated 4/12/13
[l oOther:

ii’l/ Decision #: _ 317393

1 Other Action/Comments:

Attach this coversheet to the top of the material or jacket. It
must be well organized and clipp&d together, NOT STAPLED.
Then give the material with this coversheet to staff in the
Information Services Center (Room S-4900).

Reviewer: £ G guec i -
Phone: _247*-0199 Division: _42
Date:

Created February 3, 2011
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UNITED STATES ENVIRONMENTAL PROTECTION AL .Y

Gary E.Gaumer

Preserve International

P.O. Box 17003 JUN 18 2013
Reno NV 89511

SUBJECT: Synergize
EPA Registration Number: 66171-7
Application Dated: March 21, 2013
Receipt Dated: March 27, 2013

s

Dear Mr. Gaumer:

The following amendment, submitted in connection with registration under the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended is acceptable.

e Submission of additional Alternate Formula..

Product Science Branch of Antimicrobial Division finds the CSF for alternate formulation
dated 04/12/13 to be acceptable. For details see attached associated Chemistry Review.

General Comments

Should you have any questions concerning this letter, please contact Emilia Olguenbhk at
(703) 347-0199 or Velma Noble at (703) 308-6233.

Singerely,

Product Manager (31)
Regulatory Management Branch I
Antlmlcroblals Divisien (7510P)

Attachment: Chemistry Review

CONCURRENCES
SYMBOL
I e
EPA Form 1320-1A (1/90) Printed on Recycled Paper ‘ OFFISfAL FILE COPY
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| am following-up with that request.
Thank you for your help,

GG

=Error! Filename not specified.
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Noble, Velma

From: disinfectking [disinfectking@comcast.net]

Sent: Monday, May 20, 2013 9:03 AM

To: Noble, Velma

Cc: Gary E. Gaumer; Swindell, Marshall; Dole, Timothy; Edwards, Dennis; Weiss, Steven
Subject: From Bruce Spielholz-Preserve International RE: SYNERGIZE

Dear Velma,

Please advise status of our Synergize label as per Stevens email below.
Thank you in advance.

Kindest regards,

Bruce Spielholz
Preserve International
Regulatory Affairs

Phone: (494) 683-9659
Email: disinfectking@comcast.net

From: Weiss, Steven <mailto:Weiss.Steven@epa.gov>

Sent: Thursday, May @9, 2013 5:11 PM

To: disinfectking <mailto:disinfectking@comcast.net>

Cc: Gary E. Gaumer <mailto:gegaumer@preserveinc.com> ; Swindell, Marshall
<mailto:Swindell.Marshall@epa.gov> ; Noble, Velma <mailto:Noble.Velma@epa.gov> ; Dole,
Timothy <mailto:Dole.Timothy@epa.gov> ; Edwards, Dennis <mailto:Edwards.Dennis@epa.gov>
Subject: RE: From Bruce Spielholz-Preserve International

Hi Bruce,

We are working on a response to your below email regarding Synergize. Tim Dole also
indicated that you have called and e-mailed him regarding other issues including another
product SILOXYCIDE/Sanosil HWP. The product managers (PMs) for these products will follow-
up you as soon possible. I think Velma is out of the office until 5/14/13.

For future please contact the PMs with your registration questions or concerns, not RASSB
staff. Its OK to Cc RASSB on email communications. We are happy to help but this the
most efficient process for us.

Thanks,

Steve

100



mailto:disinfectking@comcast.net
mailto:Weiss.Steven@epa.gov
mailto:disinfectking@comcast.net
mailto:gegaumer@preserveinc.com
mailto:Swindell.Marshall@epa.gov
mailto:Noble.Velma@epa.gov
mailto:Dole.Timothy@epa.gov
mailto:Edwards.Dennis@epa.gov

Steven H. Weiss

Chief, Risk Assessment and Science Support Branch Antimicrobials Division Office of Pesticide
Programs US Environmental Protection Agency Weiss.Steven@epa.gov

(703)308-8293

From: disinfectking [mailto:disinfectking@comcast.net]
Sent: Tuesday, May @7, 2013 8:54 AM

To: Weiss, Steven

Cc: Gary E. Gaumer

Subject: Re: From Bruce Spielholz-Preserve International

Hi Steven,

Thank you for your reply.

I have attached the letter we received regarding a denial for our requested change in our
product Synergize, EPA Reg. No. 66171-7, concentration application, REI and PPE.

Velma Noble is our PM.

This request was based on several factors.

We had a meeting with AMD on January 23, in which risk assessment was represented.

Our points were:

1) We wanted to lower the application rate for fogging as an "adjunct" or "supplement" to
cleaning and disinfecting from the 1:4 level presently listed on fogging approved labels to
1:42.

Our contention was, since EPA does not presently have approved claims for sanitizing or
disinfecting by fogging, (we are aware this is being developed), why would lowering the
exposure be of concern?
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. .
IF the 1:4 "was" supposed to represent some type of efficacy as an "adjunct" or "supplement”
to prior cleaning and disinfecting, Synergize had already proven to exhibit disinfecting
efficacy at an application rate of 1:256, more than 5 times less concentration than we were
requesting.

A Short Background:

October 9, 2012, I was invited by Jeff Kempter to speak about fogging as it pertains to
hatcheries at EPA AMD. I was asked to bring two other industry experts. I included Dr.
Christopher Williams from Pfizer Global Animal Health, and Dr. Charles Steven Roney,
representing USDA APHIS.

Since I have spent more than 3@ years involved with developing disinfectant and sanitizers as
we as designing fogging systems, I felt I was uniquely qualified to discuss this subject with
the Agency in view of their growing interest in amending the fogging approvals for
disinfectants.

It was obvious by the directions on disinfectants and sanitizers which have been in place for
many years that the agency did not have a clear picture of how hatcheries function, so I
brought a great deal of information to show them, and even included a video of what real fog,
not mist or spray, looks like, and how it can be generated and applied.

I also explained the challenges we face with constant recontamination, hard waters, and
especially enormous air flows resulting in as many as 50 ACH.

When contacting EPA at the request of one of our customers, one of the largest poultry
producers in the country, I asked Jennifer McClaine the following question:

"Dear Jennifer,

Thank you for taking the time to speak with me this morning about the various fogging uses.

I have attached our label and highlighted the area on page two relevant to my question.

Based on how we read this "NOTE:", and as this "NOTE" is specific regarding a reentry time of
two (2) hours, we believe the "NOTE" refers to C) POULTRY HOUSES AND LIVESTOCK BUILDINGS and
not A) HATCHERY ROOMS or
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B) INCUBATORS AND HATCHERS, as both A) and B) have their own recommended reentry ¢imes

Please advise.

Thank you in advance.

Regards,

Bruce Spielholz

Preserve International”

I received this response from Velma Noble who contacted Tim Dole about our question:

"Hi,
This is a e-mail from Tim Dole, who works in the Risk Assessment and Science Support Branch.
Velma

The product in question (Synergize, #66171-7) contains 26% ADBAC and 7% glutaraldehyde, The
REI of 2 hrs is for ADBAC and it is based on a calculation of ADBAC air concentrations using
a model that accounts for removal by ventilation. The initial concentration was based on the
label and subsequent air concentrations were calculated using an air exchange rate of 4 air
changes per hour. A similar calculation was also done for the glutaraldehyde RED and this
calculation indicated that the REI should be 3 hours. Although this REI was included in the
glutaraldehyde RED, the labels have not been updated to reflect REI because the
glutaraldehyde DCI has not yet been issued

The REI calculations for both ADBAC and glutaraldehyde could be refined if there is
information available that indicates that the air exchange rate is greater than 4 air changes
per hour. The REI calculation for ADBAC could also be refined to account for particle
settling (i.e. Stokes law) if the particle size distribution were known. Since glutaraldehyde
is more volatile the particle settling concept does not apply.

If the REIs cannot be refined using ventilation data, then it will be necessary to measure
the air concentrations directly to plot the rate of decrease for ADBAC and glutaraldehyde.
This could be done by taking air samples at specified intervals (say every 15 minutes) along
with observations of controlling conditions such as the ventilation rate and the quality of
air distribution. This could be done in an actual poultry house or it could be done in an
exposure chamber. The most relevant EPA Guideline for this type of study is 875.2500
Inhalation Exposure Post Application.

Timothy Dole, CIH
Industrial Hygienist
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Antimicéiobial*s Division
703-305-6450

Velma Noble---12/14/2012 02:44:29 PM---Hi, Please read the e-mail below and let me know what
data is required for lowering the REI for a fo

From: Velma Noble/DC/USEPA/US

To: Timothy Leighton/DC/USEPA/US@EPA, Timothy Dole/DC/USEPA/US@EPA
Cc: Dennis Edwards/DC/USEPA/US@EPA

Date: 12/14/2012 02:44 PM

Subject: Re: From Bruce At Preserve Re: Fogging"

Tim's response is what triggered the meeting regarding our requested amendment, in which we
believed we qualified every concern regarding our request.

I supplied a letter from one of the largest hatchery incubation companies in the country in
which the letter (attached) explained the ACH were much greater than the agency had been
previously informed, that Tim was kind enough to chart a graph in which it illustrated the
application and decay rate for the actives would not present an exposure problem based on the
information provided.

Further, we located PPE which had been tested and approved and would be satisfactory for REI
at our requested application rate staying below the ACGIH exposure levels.

EVEN if the application remains at 1:4, Tim's chart clearly shows Synergize will still remain
under the ACGIH exposure levels during fogging within 50 seconds, requiring the full mask and
cartridge and under exposure levels, requiring no PPE for REI, within 8 to 9 minutes.

You were copied on Tim's letter to me of January 25 regarding this chart and your groups
willingness to help.

Steven, the agency clearly has issues with fogging directions. We understand this and have
attempted to shed light on areas of our industry concern.

We were not let do believe and do not believe the "new" fogging directives, which have not
yet been placed due to lack of available protocols should hinder our efforts to provide the
most effective and safest means of providing this application to our customers.

Note: To further illustrate any concern regarding efficacy at our 1:42 requested application
rate, I brought several hundred poultry company and state performed bacteria and mold plates
to show the efficacy of Synergize at this rate. These plates did not show a reduction of
bacteria and molds, but a complete elimination.

I am appealing to you to please assist us in this as our industry will opt to using
formaldehyde, which presents an entire new set of problems, due to labeling which does not
require SCBA.

The REI and the PPE are so restrictive regarding the present fogging directions for
disinfectants and sanitizers, they will go the "formaldehyde"” route.

I assure you, after being in hundreds of hatcheries using formaldehyde, anyone at your agency
would much rather opt for the fogging directions we are suggesting.

Thank you in advance and again sorry for the "longwind", but I thought this explanation would
help you make a decision.

Kindest regards,
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Bruce Spielholz/Preserve International

From: Weiss, Steven <mailto:Weiss.Steven@epa.gov>
Sent: Monday, May 06, 2013 5:54 PM

To: disinfectking <mailto:disinfectking@comcast.net>

Subject: RE: From Bruce Spielholz-Preserve International

Hi Bruce,

I got your voice msg about the amendment letter you just received. Sorry I have been in
mtgs all day and I am headed out the door now. Can you send a copy of the letter? Who is
the Product Manager (PM)?

Thanks,

Steve

Steven H. Weiss

Chief, Risk Assessment and Science Support Branch Antimicrobials Division Office of Pesticide
Programs US Environmental Protection Agency Weiss.Steven@epa.gov

(703)308-8293
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* | also explained the challenges we face with constant recontamination, hard waters, and especially enormous
air flows resulting in as many as 50 ACH.

When contacting EPA at the request of one of our customers, one of the largest poultry producers in the
country, | asked Jennifer McClaine the following question:

"Dear Jennifer,
Thank you for taking the time to speak with me this morning about the various fogging uses.
| have attached our label and highlighted the area on page two relevant to my question.

Based on how we read this "NOTE:", and as this "NOTE" is specific regarding a reentry time of two (2) hours,
we believe the "NOTE" refers to C) POULTRY HOUSES AND LIVESTOCK BUILDINGS and not A) HATCHERY
ROOMS or

B) INCUBATORS AND HATCHERS, as both A} and B) have their own recommended reentry times.

Please advise.
Thank you in advance.
Regards,

Bruce Spielholz
Preserve International”

I received this response from Velma Noble who contacted Tim Dole about our question:

"Hi,

This is a e-mail from Tim Dole, who works in the Risk Assessment and Science Support Branch.
Velma

The product in question (Synergize, #66171-7) contains 26% ADBAC and 7% glutaraldehyde, The REl of 2 hrs is
for ADBAC and it is based on a calculation of ADBAC air concentrations using a model that accounts for
removal by ventilation. The initial concentration was based on the label and subsequent air concentrations
were calculated using an air exchange rate of 4 air changes per hour. A similar calculation was also done for
the glutaraldehyde RED and this calculation indicated that the REI should be 3 hours. Although this REl was
included in the glutaraldehyde RED, the labels have not been updated to reflect REl because the
glutaraldehyde DCI has not yet been issued

The REI calculations for both ADBAC and glutaraldehyde could be refined if there is information available that
indicates that the air exchange rate is greater than 4 air changes per hour. The REI calculation for ADBAC could
also be refined to account for particle settling (i.e. Stokes law) if the particle size distribution were known.
Since glutaraldehyde is more volatile the particle settling concept does not apply.

If the REIs cannot be refined using ventilation data, then it will be necessary to measure the air concentrations

directly to plot the rate of decrease for ADBAC and glutaraldehyde. This could be done by taking air samples at

3
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specified intervals (say every 15 minutes) along with observations of controlling conditions such as the
ventilation rate and the quality of air distribution. This could be done in an actual poultry house or it could be

"done in an exposure chamber. The most relevant EPA Guideline for this type of study is 875.2500 Inhalation
Exposure Post Application.

Timothy Dole, CIH
Industrial Hygienist
Antimicrobials Division
703-305-6450

Velma Noble---12/14/2012 02:44:29 PM---Hi, Please read the e-mail below and let me know what data is
required for lowering the REl for a fo

From: Velma Noble/DC/USEPA/US

To: Timothy Leighton/DC/USEPA/US@EPA, Timothy Dole/DC/USEPA/US@EPA
Cc: Dennis Edwards/DC/USEPA/US@EPA

Date: 12/14/2012 02:44 PM

Subject: Re: From Bruce At Preserve Re: Fogging"

Tim's response is what triggered the meeting regarding our requested amendment, in which we believed we
qualified every concern regarding our request.

| supplied a letter from one of the largest hatchery incubation companies in the country in which the letter
(attached) explained the ACH were much greater than the agency had been previously informed, that Tim was
kind enough to chart a graph in which it illustrated the application and decay rate for the actives would not
present an exposure problem based on the information provided.

Further, we located PPE which had been tested and approved and would be satisfactory for REI at our
requested application rate staying below the ACGIH exposure levels.

EVEN if the application remains at 1:4, Tim's chart clearly shows Synergize will still remain under the ACGIH
exposure levels during fogging within 50 seconds, requiring the full mask and cartridge and under exposure
levels, requiring no PPE for REI, within 8 to 9 minutes.

You were copied on Tim's letter to me of January 25 regarding this chart and your groups willingness to help.

Steven, the agency clearly has issues with fogging directions. We understand this and have attempted to shed
light on areas of our industry concern.

We were not let do believe and do not believe the "new" fogging directives, which have not yet been placed
due to lack of available protocols should hinder our efforts to provide the most effective and safest means of
providing this application to our customers.

Note: To further illustrate any concern regarding efficacy at our 1:42 requested application rate, | brought
several hundred poultry company and state performed bacteria and mold plates to show the efficacy of
Synergize at this rate. These plates did not show a reduction of bacteria and molds, but a complete
elimination.
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PRESERVE

INTERNATIONAL
www.Preservelnternational.com

Vdrld Headquarters P.Q. Box 17003, Reno, NV 89511 e Bus: (775) 853-9776 e Fax: (775) 406-3413 e USA: (800) 995-1607
Tennessee Operation 1213 Empire Avenue, Memphis, TN 38107 e Bus: (901) 272-0031 e Fax: (901) 726-6446
California Operation 1355 Paulson Road, Turlock, CA 95380 e Bus: (209) 664-1607 e Fax: (209) 664-1728

April 30,2013
VIA Certified Mail - Return Receipt Number 7008 1140 0003 3182 6336

Ms. Velma Noble

U.S. Environmental Protection Agency
Document Processing Desk

Office of Pesticide Programs (7504P)
1200 Pennsylvania Avenue, N.W.
Washington DC 20460-0001

Re: Response to April 1, 2013 EPA letter on fogging data

Dear Ms. Noble:

This letter is in response to the EPA’s April 1, 2013 letter requesting Preserve International’s
intentions regarding the submission of data to support the fogging claim for our product
Synergize, EPA registration number 66171-7.

Preserve International intends to generate the necessary data to support the fogging claim. We
have already begun the process of working with the science branch to develop a protocol that the

EPA will accept.

If I may be of further assistance, please feel free to contact me at 775-853-9776.
Thank you for your time and consideration.

Sincerely,

E. Gaumer , E":.E ':::.:
President \@éln (3 I ";::: .:::.:

“The Solution is Preserve” 111
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Mawerial Sent for Lata Extraction
Reg # v b//- 1
Description: /R_Patuc/\) \\cup/@j/

[l Material(s) Sent to Data Extraction Contractors:

[ 1 New Stamped Labei Dated _

[ 1  Notification Dated

[l  New CSF(5) Dated

1 Other:

[l Decision #:

1 Other Action/Comments:

Attach this coversheet te the top of the material or jacket. It
must be well organized and clipped together, NOT STAPLED.
Then give the material with this coversheet to staff in the
Information Services Center (Room S-4900).

Reviewer: _ D Ce@

Phone: = _ Division: _A42

Date: 4/24/12

Created February 3/2011 /
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UNITED ST/~ ENVIRONMENTAL PROTECTION AGENCY

Mr.Gary Gaumer
President

Preserve International
PO Box 17003

Reno, NV 89511

Subject: Synergize
EPA Registration Number 66171-7 >
Application Dated January 30, 2013
EPA Received Date February 4, 2013

Dear Ms. Gaumer:

The following amendment submitted in connection with registration under the Federal
Insecticide, Fungicide and Rodenticide Act (FIFRA), as amended, is unacceptable for the following.

Proposed Amendment;
¢ Revised labeling

The amendment application to revise your fogging directions for hatchery rooms,
y incubators and hatchers, poultry houses and livestock buildings needs to be resubmitted as a
PRIA amendment. The PRIA code would be A572. The reason that it would be a PRIA is
there is data that must be reviewed to support your proposed reentry changes. The data
need to be formatted properly so it can receive an MRID number.

General Comments:

Should you have any questions of comments concerning this letter, please contact
Drusilla Copeland at (703) 308-6224 or Velma Noble at (703) 308-6233.

Sincerely,

eln:IZIzQK

Product Manager (31)
Regulatory Management Branch |
Antimicrobials Division (7510P)

CONCURRENCES

SyMBaoL
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

< EPA &= Office of Pesticide Programs

Antimicrobials Division (AD)
April 16,2013,

MEMORANDUM
Subject: Product Chemistry Review for EPA Reg # 66171-7
From: Salvador Rodriguez, Chemist
Product Science Branch, CT Team
Antimicrobials Division (7510P)
Thru: Karen P. Hicks, CT Team Leader
Product Science Branch
Antimicrobials Division (7510P)
To: Velma Noble/ Emilia Oiguenblik.
PM Team 31
Antimicrobials Division (7510P)
APPLICANT: Preserve International.
Action code: 362
Due date: 06/25/03.
Product Formulation
Active Ingredient(s)
% by wt
Alkyl dimethyl benzyl ammonium chloride ............... 26.00
Glutaraldehyde............cooiiiiiiiiii e, 7.00

66171-7 D410909_ Preservelnternational

115




*Inert ingredient information may be entitled to confidential treatment*

BACKGROUND:

The registrant, Preserve International, has submitted a CSF for the alternate
(synergize-NP-NF) formulation, to support the application for the disinfectant, fungicide and
virucide, integrated, non-food, and end-use product, Synergize. The registrant is adding a new
fragrance to the formulation. Product Chemistry Reviewer has received the following
documents:

* A letter dated, 03/21/13.

» Confidential Statement of Formula (CSF) dated 03/21/13, for alternate (synergize-NP-
NF) formulation.

* Confidential Statement of Formula (CSF), dated 09/11/2003, for the basic formulation.

* Confidential Statement of Formula, dated 04/12/13, for the alternate (synergize-NP-NF)
formulation.

» Formulator’s Exemption Statement dated 03/21//13.

FINDINGS:

1. The CSF, dated 03/21/13, for the alternate (synergize-NP-NF) formulation is obsolete

2. The CSF, dated 04/12/13, for the alternate (synergize-NP-NF) formulation is revised.
3. The CSF, dated 09/11/13, for the basic formulation is used as reference.

4. The CSF and the label have the same nominal.

5. All certified limits meet the EPA standard certified limits.

CONCLUSIONS:

Product Science Branch of Antimicrobials Division finds the (CSFs), dated 04/12/13, for
the alternate (synergize-NF-NP) formulation for the non-integrated, non-food and end-use
product EPA Reg. No. 66171-7 to be acceptable.

RECOMMENDATIONS:

The registrant should correct the CAS numbers for the r

66171-7_D410909__Preservelnternational
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Registration:
Company:

Risk Manager:

Risk Manager Reviewer:
Sent Date:

Type of Registration:
Action Desc:

Ingredients:

Expedite:

DP Ingredient:

: Decision #: 477393
DP #: (410909)

DATA PACKAGE BEAN SHEET

Date: 10-Apr-2013 NON PRIA
Page 1 of 1 Parent DP #:
Submission #: 933371
E-Sub #:

* * * Registration Information * * *

66171-7 - SYNERGIZE
66171 - PRESERVE INTERNATIONAL

RM 31 - Velma Noble - (703) 308-6233 Room# PY1 S-8855
Emilia Oiguenblik EOIGUENB

Edited Due Date:

27-Mar-2013 PRIA Due Date: 25-Jun-2013

Product Registration - Section 3

(362) FORMULA CHANGE, TECHNICAL,

043901, Glutaraldehyde(7%)

069175, Alkyl* dimethyl benzyl ammonium chioride *(67%C12, 25%C14, 7%C16, 1%C18)(26%)

* ** Data Package Information * * *

Due Back:

(O Yes @ No

069175, Alkyl* dimethyl benzy! ammonium chloride *(67%C12, 25%C14, 7%C16, 1%C18)

Date Sent: 10-Apr-2013

043901, Glutaraldehyde

DP Title: CSF Amendment
CSF Included: () Yes @ No Label Included: () Yes @ No ParentDP #: B
Assigned To Dateln Date Out

Organization: AD / PSB

Last Possible Science Due Date: 11-May-2013

Team Name: CTT

Reviewer Name: ;/ ;(L,é (/(&Z@ B I >3

Science Due Date:

Sub Data Package Due Date:

Contractor Name:

* * * Studies Sent for Review * * *

No Studies

*** Additional Data Package for this Decision * * *
No Additional Data Packages

*** Data Package Instructions * * *

Karen- Chemistry, Registrant has submitted a CSF to be reviewed.
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*Product ingredient source information may be entitled to confidential treatment*

‘) Form Approvega No. 2070-0060. Approval Expires 5-31-98.

United States
N . R
N P Environmental Protection Agency
\’E A Washington, DC 20460
Formulator's Exemption Statement
{40 CFR 152.85)

Applicant's Name end Address EPA File Symbol/Registration Numoer
Preserve International 66171-7
PO Box 17003
Reno, NV 89511 Product Name
Synergize

Date of Confidential Statement of Formula /EPA Form 8570-4)
3/21/13

As an authorized representative of the applicant for registration of the product identified above, | certify that:

(1) This product contains the following active ingredient(s):

Alkyl (C12 67%, C14 25%, G16 7%, C18 1%) dimethyl benzyl ammonium chlonde
Glutaraldehyde

(2) Of these, each active ingredient listed in paragraph {4) is present solely as the result of the use of that active
ingredient in the manufacturing, formulation or repackaging another product which contains that active ingredient
which is registered under FIFRA Section 3, is purchased by us from another producer, and is labeled for at least
each use for which my product is proposed to be labeled.

(3) Indicate by checking (A) or (B) below which paragraph applies:

(A) An accurate Confidential Statement of Formula (EPA FORM 8570-4) for the above identified product is
attached to this statement. That formula statement indicates, by company name, registration number, and product
name, the source of the active ingredient(s) listed in paragraph (1).

OR
D {B) The Confidential Statement of Formula {CSF) (EPA Form 8570-4) referenced above and on file with the EPA is
complete, current, and accurate and contains the information required on the current CSF.

{4) The following active ingredients in this product qualify for the formulator's exemption.

Source
Active Ingrediont Product Name : - Registration Numbar
Alkyl (C12 67%, C14 25%, C16 7%, C18 1%)
dimethyl benzyl ammonium chloride
Glutaraldehyde
(X XX ]
o000
[ ] [ ]
[ ] o o
e oo
[ ] [ XXX X ]
[ ] [ ]
o0 ® [ ]
¢ o L]
L] o0 0000
[ ]
(XX ) [ ] [ X ]
[ I g
LN J [ XX XX ]
&
Name and Title Date / . seecse
Gary E. Gaumer ° .
ary 3 R/ /3 secese
White ;EIA copy
vallow’-oLpplicant copy

* U.8. GPO: 1896-3868-820/20413
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Gary E. Gaumer
Preserve International sem 9 r s
P.O. Box 17003 R ‘
Reno, NV 89511

SUBJECT: Synergize
EPA Registration Number: 66171-7
Application Date: March 21
Receipt Date: March 27,2012

Dear Mr. Gaumer:

This letter acknowledges receipt of the notification identified above submitted under the
provisions of section 3 (c) 9 of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as
amended and PR Notice 98-10 and 40 CFR 152.46.

e To add the Alternate brand name Synergize NP-NF.

Based on a review of the submitted information, this notification is acceptable. Your
proposed change will be made part of the record for this file.

General Comments
Should you have any questions concerning this letter, please contact Emilia Oiguenblik
at (703) 347-0199 or Velma Noble at (703) 308-6233.

Sincerely,

elma Noble
Product Manager (31)
Regulatory Management Branch I
Antimicrobials Division (7510P)
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Please read instructions on reverse before co. 1g form. Form AggrovAB No, 2270-00Ql_émf_gxd_gmlgg_‘-wII

o United States | Registration | OPP Identifier Number
\"EPA Environmental Protection Agency v | Amendment
Washington, DC 20460 Other
Application for Pesticide - Section |
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
66171-7 Ms. Velma Noble ]
l_] None l__] Restricted
4. Company/Product (Nameé . PM#
ynergize 31
5. Name and Address of Applicant {Include ZIP Code) 6. Expedited Reveiw. In accordance with FIFRA Section 3(c){(3)
Preserve International ; ‘o i Aol i . ;
{b)(i}, my product is simitar or identical in composition and labeling
PO Box 17003 to:
D Check if this is & new address Product Name

Section - I

/| Amendment - Explain below. Final printed labels in rapsonse to
_ Agency letter datad
[—j Resubmission in response to Agency letter dated D "Me Too" Application.

D Notification - Explain below. l Other - Explain below.

Explanation: Use edditional page(s) if necessary. (For section | and Section Ii.)
Application for accelerated review as per PR Notice 98-10 Section V(3), Minor Formulation Change

Section - i

1. Material This Product Will Be Packaged iIn:

Child-Resistant Packaging Unit Packaging Watar Solubla Packaging 2. Type of Container
Yes Yes Yos Maetal
v Plastic
v | No i No H No Glass
- . . If "Yes” No. per i1t "Yes™ No. per B | Paper
Cemﬁqauon must Unit Packaging wgt. container Package wgt container Other (Specify)
be submitted
|
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions
2759,2509,559,30g,159,59,4x1g ¢ 10n Label

‘_ﬂ Label u Container L_J
6. Manner in Which Label is Affixed to Product Lithograph M Other Sleeve

Paper glued

Stenciled

Section - IV

1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this application.)

[ X X X
Name 'Btle . Talaphone Ng..(lr;cfudo Area Code)
Gary Gaumer resident 775-853-977
L] L ]
Certification 6. Yate lpplicat.iczn. vee
® .
| certify that the statements | have made on this form and all attachments thereto are true, accurate and complete. o .Roc:wod T *
| acknowledge t.hat any knowlinglly false or misleading statement may be punishable by fine or imprisonment ot s . .(Stampq.d). ces
both under aWble law. ves o ..’
2. Signatyfe 3. Title ‘et XXX
W President . aesse’
[ 4 L[]
[ A N NN N J
4, TypKName 5. Date *
Gary Gaumer March 21, 2013 PR
e o0

EPA Form 8570-1 (Rev. 3-94) Previous editions ere obsolete. White - EPA File Copy (original) Yellowt Applicant Copy




INTERNATIONAL
= www.Preserveinternational.com

ﬁoﬁdHeadquarlm P.0. Box 17003, Rena, NV ROS11 e Bus: (775) 853-9776 ¢ Fax: (775) 406-3413 » USA: (800) 985-1607
Tennessee Operation 1213 Empire Avenue, Memphis, TN 38107 » Bus: (901) 272-0031 « Fax: (301) 726-6446
California Operstion 1355 Paulson Road, Turlock, CA 95380 ¢ Bus: (209) 664-1607 « Fax: (209) 664-1728

March 21, 2013

Ms. Velma Noble

Office of Pesticides Programs (7504C)
United States Environmental Protection Agency (NOTIFICATION)

Ariel Rios Building
1200 Pennsylvania Avennue, N.W,
Washington, DC 20460

Decur Ms, Noble:

Anached to this cover are the documents to support Preserve International’s desire to register, via
tosification, an additional alternate formula for our product Synergize, EPA registration number 66171-7.
The Alternate formula identifier for this formula is: Synergize-NP-NF.

This notitication is consistent with the provisiuus of PR Neticc 98-10 and EPA regulations at 40 CFR
152.46, and no other changes have been made to the labeling or the confidential statement of formula of
this produet. 1 understand that it is a violation of 18 U.S.C. Sec. 1001 to willfully make any false
statement to EPA. 1 further understand that if this notification is not consistent with the terms of PR Notice
98-10 and 40 CER 152.46, this product may be in violation of FIFRA and | may be subject to enforcement
action and penalties under sections 12 and 14 of FIFRA.

1f ] may be of further assistance, please feel free to contact me at 775-853-9776.
Thank you for your time and consideration.

Sincerely,
Preserve |

ational

Gdry E. Gaumer
President

“The Solution is Preserve”
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PRESERVE

= INTERNATIONAL
www.Preservelnternational.com

%rldHeadquarters P.0. Box 17003, Reno, NV 89511 e Bus: (775) 853-9776 e Fax: (775) 406-3413 e USA: (800) 995-1607
Tennessee Operation 1213 Empire Avenue, Memphis, TN 38107 ® Bus: (901) 272-0031 e Fax: (301) 726-6446

California Operation 1355 Paulson Road, Turlock, CA 95380 e Bus: (209) 664-1607 o Fax: (209) 664-1728

Wlmmv

i

January 30, 2013

Ms. Velma Noble
Office of Pesticides Programs (7504C)
United States Environmental Protection Agency (AMEND)

Ariel Rios Building
1200 Pennsylvania Avenue, N.W.

Washington, DC 20460

Re: Synergize, EPA Registration Number 66171-7

Dear Ms. Noble:

Preserve International hereby submits this amendment to revise the fogging directions for
hatchery rooms, incubators and hatchers, and poultry houses and livestock buildings for our

product, Synergize, EPA registration number 66171-7.
Included in this submission are the following:

1)Application For Pesticide, EPA Form 8570-1
2)Five separate printouts documenting the appropriate re-entry times for the various air
exchanges listed on the proposed label. These reports are prints developed using the

spreadsheet provided by Mr. Timothy Dole, Industrial Hygienist, Antimicrobials Division.
3)Five copies of the proposed label.

We thank you for your help in this process. seeeee ¢ felt
Sincerely, BERRE I
Preserve Interfagional ...:: ..E:"
E. Gaumer *ee’ee
President
122
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DESCRIPTION

SYNERGIZE is a multi-purpose disinfectant-cleaner. SYNERGIZE provides a broad
spectrum kili of gram negative and gram positive microorganisms. SYNERGIZE provides
effective disinfecting and cleaning in one operation. SYNERGIZE is effective in warm.
soft or hard water (as much as 1000 ppm CaCO3) and performs especially well in areas
containing 5% serum.

SYNERGIZE is for use on glazed ceramic and tile surfaces, staintess steel, aluminum.
chrome, galvanized metal. tin, brass, zinc, glass, hard non-porous treated wood, poly-
ethytene, polypropylene, PVC {polyvinyl chloride), vinyl, sealed fiberglass, viton, ethylene
propylene, nitrite. acrylic and polyurethane

DIRECTIONS FOR USE:

It is in violation of Federal Law to use this product in a manner inconsistent with its label-
ing. Registered for disinfecting and cleaning hard non-porous surtaces. Not for use on
feed, food or litter.

SYNERGIZE cleaner-disinfectant is specifically formulated for industrial use in the following
Animal and Pouitry Housing facilities: Turkey, Breeder, Grow Out, Fryer. Layer, Hatcheries
and Swine Producing Facilities as well as the following equipment in these facilities:
Waterers, Feeders, Hauling Equipment, Dressing Plants, Loading Equipment, Farrowing
Barns, Nurseries. Blocks, Creep Areas, and Chutes. This product is also for use in Farm
Premise, Equine Facilities, Veal Barns. Ratite Facilities (Ostrich, Emu and Rhea Facilities).
Calf Pens and associated Farm Vehicles.

USE DIRECTIONS:

To disinfect and clean hard non-porous surfaces of walls, fioors, tables, sinks, refrigerator
exteriors, telephone booths and garbage cans in non-animal areas associated with the
sites noted above. Apply a solution of 1/2 ounce SYNERGIZE per gallon water (dilute
1:256) to precleaned surfaces. Apply with cloth, sponge, mop or mechanical coarse spray
device, making sure all surfaces are wetted thoroughly. Allow surfaces to remain wet for
10 minutes. All surfaces must be rinsed with clean water and allowed to dry before reuse.

BOOT/SHOE WASH: To prevent cross contamination into animal areas, shoe baths con-
taining one inch of freshly made disinfecting solution must be placed at all entrances to
building. Scrape waterproof shoes or boots and place in a 1/2 ounce SYNERGIZE per gal-
lon water solution. Allow the solution to come in contact with the boot/shoe for 10 minutes
Change the disinfecting solution when solution becomes visibly dirty.

VEHICLES: To disinfect the non-porous, hard surfaces of vehicies use a solution of 1/2
ounce SYNERGIZE per gallon of water. Apply using a high pressure or coarse spray sys-
tem. Leave all treated surfaces exposed ta solution for 10 minutes, or more and allow to air
dry. All treated surfaces that will contact feed or drinking water must be thoroughly scrubbed
with soap or detergent then rinsed with potable water before reuse.

DIRECTIONS FOR USE IN SWINE PRODUCING FACILITIES:

1) Remove al! animals and feed from the premises, vehicles and enclosures.

2) Empty all troughs, racks, and other feeding and watering appliances

3) Remove all gross soil, bedding, manure, caked on dirt, spider webs, etc. from walls to
ceilings of barns, pens, stalls. chutes, and other facilities occupied or traversed by hogs
or other animals

4) Thoroughly clean all surfaces with soap or detergent and rinse with water.

5) Thoroughly saturate all surfaces with a solution of 1/2 0z. SYNERGIZE per galion of
water (1:256). using conventional spraying methods.

6) Allow all treated areas to remain in contact with this solution for at least 10 minutes.

7) Immerse equipment used in handling and restraining animals, forks, shovels, and
scrapers used for removing manure in SYNERGIZE at a dilution of 1:256. Allow to remain
in contact for at least 10 minutes.

8) Ventilate buildings, and other closed spaces. Do not house swine or other livestock
until treatment has been absorbed, set, or dried.

9) Thoroughly scrub treated feed racks, troughs. automatic feeders, fountains, waterers
and equipment which may come in contact with food with soap or detergent, and rinse
with potable water before reuse.

DIRECTIONS FOR USE IN FARM PREMISES, EQQINE FACILITIES, YEAL BARNS,
RATITES FACILITIES, CALF PENS AND VEHICLES» - . »

1) Do not use in milking stalls, milking partors, or milk AdU%8. e e e

2) Remove all animals and feed from the premises, ve:ncles:ana enclisure# ‘:

3) Remove all gross soil, bedding, manure. caked on dirt gspider wepa gtc. F@mefizors, sur-
faces, and from walis to ceiling of barns. pens, stalls. chutes, and other facilities occupied
or traversed by hogs or other animals.

4) Empty all troughs. racks, and other feeding and watering appliances.

5) Thoroughly clean all surtaces with soafPor deefint and®inse witevater. e e e

6) Thoroughly saturate all surfaces witlg a Solutig of 1/2 #.QYN:QQZE per gaibn of

water (1:256). using conventional sprayir® methas. A§ow ¢0 r@maggine CORtacy with this

solution for at least 10 minutes [ e o oo o
o2 . o eooe .

Manufactured by:

PRESERVE

INTERNATIONAL

Page 1 of 2

SYNERGIZE"

CLEANER-DISINFECTANT

STAPHYLOCIDAL - PSEUDOMONACIDAL
- SALMONELLACIDAL - VIRUCIDAL*
5@5 . PARVOCIDAL - FUNGICIDAL y@s
/ ASPERGILLOCIDAL :

Synergize cleaner-disinfectant is specifically formulated for industrial use in the
following Animal and Poultry Housing facilities: Turkey, Breeder, Grow Out, Fryer,
Layer, Hatcheries and Swine Producing Facilities as well as the following equip-
ment in these facilities: Waterers, Feeders, Hauling Equipment, Loading Equipment,
Farrowing Barns, Nurseries, Blocks, Creep Areas, and Chutes. This product is also
tor use in Farm Premise, Equine Facilities, Veal Barns, Ratite Facilities (Ostrich,
Emu and Rhea Facilities), Calf Pens and associated Farm Vehicles, Veterinary
Practice, Animal Care, and Animal Laboratory.

Active Ingredients:
Alkyl (C12 67%, C14 25%, C16 7%, C18 1%) dimethy! benzy! ammonium chloride. ....26.00%

Glutaraldehyde...............cccoooone ORI oo 1.00%
{nert Ingredients:.............ocoocooooiiiiiiee e R ST R RSO .67.00%
TOTAL e R OO OO SO PO 100.00%

KEEP OUT OF REACH OF CHILDREN
DANGER

SEE SIDE PANEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS

See First Aid statement and additional precautions on side panel

7) Immerse all halters, ropes, and other types of equipment used in handling and
restraining animals, as well as forks, shovels and scrapers used for removing manure in
a solution ot 1/2 oz. SYNERGIZE per gallon of water {1:256). Allow to remain in contact
for 10 minutes.

8) Ventilate buildings, cars, boats. coops and other closed spaces. Do not house poultry
or livestock or employ equipment untii treatment has been absorbed, set or dried

9) Thoroughly scrub treated feed racks, troughs, automatic feeders, fountains, waterers
and equipment which may come in contact with food with soap or detergent, and rinse
with potabte water before reuse.

DIRECTIONS FOR USE IN POULTRY HOUSE:

1) Remove all pouitry and feeds from premises, trucks, coops, and crates

2) Remove all litter and droppings from floors, walls and surfaces of facilities occupied
or traversed by poultry.

3) Empty all troughs, racks, and other feeding and watering appiiances.

4) Thoroughly clean all surfaces with soap or detergent and rinse with water.

5) Saturate surfaces with 1/2 ounce SYNERGIZE per gallon water (dilute1:256) for a
period of 10 minutes.

6) Ventilate building, coops, and other closed spaces. Do not house pouitry or employ
equipment until treatment has been absorbed, set, or dried.

7} Thoroughly scrub treated feed racks, troughs, automatic feeders, fountains, waterers
and equipment which may come in contact with food with soap or detergent, and rinse
with potable water before reuse.

EPA Reg. No. 66171-7
EPA Est. 66171-TN-001, 66171-CA-001
Patent Number: 5,891,922

Batch No: Net Contents:

Reno, NV 89511 « (800) 995-1607 - www.preserveinternational.com

STORAGE AND DISPOSAL

Do not contaminate water, food, or feed, by storage and disposal.

PESTICIDE STORAGE:

Store away from heat. Do not transfer to another container. Do not reuse empty container
PESTICIDE DISPOSAL:

Pesticide wastes are acutely hazardous. Improper disposal of excess pesticide, spray
mixture, or rinsate is a violation of Federal law. If these wastes cannot be disposed of
by use according to iabel instruction, contact your State Pesticide or Environmental
Control Agency or the Hazardous Waste representative at the nearest EPA Regional
Office for guidance.

Container Handling: Nonrefiliable container. Do not reuse or refill this container. Ofier
for recycling if available, or offer for reconditioning if appropriate, or puncture and dispose
ot in a sanitary fandfill, or by other procedures approved by state and local authorities.
(For greater than 5 gallons) Triple rinse container (or equivalent) promptly after emptying.
Triple rinse as follows: Empty remaining contents into application equipment or a mix
tank. Fill the container 1/4 full with water. Replace and tighten closures. Tip container
on its side and roll it back and forth, ensuring at least one complete revolution, for 30
seconds. Stand the container on its end and tip it back and forth several times. Turn
the container gver ontq its other end and tip it back and forth several times. Dispose
of rinsate as noted in the pesticide disposal section. Repeat this procedure two more
times. (For 5 gallons or tess) Triple rinse container {or equivalent) promptly after empty-
ing. Triple rinse as follows: Empty the remaining contents into application equipment or
a mix tank and drain for 10 seconds after the flow begins to drip. Fill the container 1/4
full with water and recap. Shake for 10 seconds. Dispose of rinsate as noted in the
pesticide disposal section. Drain for 10 seconds after the flow begins to drip. Repeat
this procedure two more times.

General: Consult Federal, State or local disposal authorities for approved - ve
procedures.

PRECAUTIONARY STATEMENTS

Hazards to humans and domestic animals

DANGER

KEEP OUT OF REACH OF CHILDREN. Corrosive. Causes irreversible eye damage and
skin burns. May be fatal if inhaled. Harmfut if swallowed or absorbed through skin. Do not
get in eyes, on skin or on clothing. Do not breathe spray mist. Wear goggles or face shieid.
Wear a dust/mistfiiltering respirator (MSHA/NIOSH approval number prefix TC-21C) or a
NIOSH approved respirator with any N, P, R, or HE prefitter. Wear protective clothing and
rubber gloves. Prolonged or frequent repeated skin contact may cause allergic reaction in
some individuals. Wash hands before eating, drinking, chewing gum, using tobacco or using
the toilet. Remove contaminated clothing and wash before reuse.

ENVIRONMENTAL HAZARDS: This product is toxic to fish, aquatic invertebrates, oys-
ters, and shrimp. Do not apply directly to water. Do not contaminate water by cleaning of
equipment or disposal of wastes. Do not discharge efffuent containing this product into
lakes, streams, ponds, estuaries, oceans or other water unless in accordance with the
requirements of a National Pollutant Discharge Elimination System {NPDES) permit and
the permitting authority has been notified in writing prior to discharge. Do not discharge
effluent containing this product to sewer systems without previously notifying the local
sewage treatment plant authority. For guidance contact your State Water Board or Re-
gional Office of the EPA.

FIRST AID

IF IN EYES: Hold eye open and rinse slowly and gently with water for 15-2¢ iS5,
remove contact lenses, if present. after the first 5 minutes, then continue rinsing ¢, <, call
a poison control center or doctor for treatment advice.

IF ON SKIN OR CLOTHING: Take off contaminated clothing; rinse skin immediately
with plenty of water for 15-20 minutes; call a poison control center or doctor for treat-
ment advice.

IF INHALED: Move person to fresh air. If person is not breathing, call 911 or an ambu-
lance, then give artificial respiration, preferably by mouth-to-mouth, if possible; call a
poison control center or doctor for further treatment advice.

IF SWALLOWED: Call a poison control center or doctor immediately for treatment
advice, have person sip a glass of water if able to swallow; do not induce vomiting unless
told to do so by the poison control center or doctor: do not give anything by mouth to an
unconscious person.

HOT LINE NUMBER: Have the product container or label with you when calling a poison
control center or doctor, or going for treatment. You may also contact 1 (800) 255-3924
for emergency medical treatment information. For information on this pesticide {including
heaith concerns, medical emergencies, or pesticide incidents), call the National Pesticide
Telecommunications Network at 1 (800) 858-7378.

NOTE TO PHYSICIAN: Probable mucosal damage may contraindicate the use of gastric
lavage. Measures against circulatory shock. respiratory depression and convulsion may
be needed
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SYNERGIZE

HATCHERY ROOMS, INCUBATORS AND HATCHERS, POULTRY HOUSES AND LIVESTOCK BUILDINGS BY FOGGING:
All surfaces must be cleaned and disinfected in accordance with tabel directions prior to fogging. Fogging is an adjunct or supplement to normal cleaning and disinfection procedures and practices. Fogging is not used as a sanitizing treatment. Close room off so fog is confined to room to
be treated. Hatchery ventilation systems must remain on during fogging. Wear a dust mist respirator when mixing the use solution and pouring it into the fogging apparatus.

A) HATCHERY ROOMS: Vacate all personne! from hatchery room to be fogged. Close room off so fog is confined to the hatchery room fo be treated. Prepare a stock solution of one (1) part Synergize to forty-two (42) parts water (3 fluid ounces Synergize to 125 fluid ounces water). Fog
this solution at a rate of 3.8 ounces per minute per 10,000 cubic feet for the fogging times specitied in the chart below. Contact your Preserve International representative to determine the recommended fogging schedule. Do not allow people to breathe or contact the fog. When fogging
Synergize, re-entry intervals (REI) and personnel protection equipment (PPE) are determined by the following hatchery room air exchange rates:

Hatchery Room ACH Fogging Time | Re-entry intervals PPE Required
(REl)
8 Air Exchanges Per Hour 5 Minutes 25 Minutes No PPE Required
12 Air Exchanges Per Hour 7.5 Minutes 15 Minutes No PPE Required
16 Air Exchanges Per Hour 10 Minutes 10 Minutes No PPE Required
20 Air Exchanges Per Hour 12.5 Minutes 10 Minutes No PPE Required
24 Air Exchanges Per Hour 15 Minutes 10 Minutes No PPE Required

Under no circumstances must the hatchery room be entered by unprotected persons before the listed re-entry intervals. if the hatchery room must be entered, before the listed re-entry intervals, then the individuals entering the room must wear a long sleeve shirt and pants and an approved
NIOSHMSHA full facepiece respirator, such as the 3M 6700-6900 series, with an organic vapor cartridge, such as the 3M 6001, and a particulate fitter, such as the 3M 5N11 & 3M 501 filter retainer.

B) INCUBATORS AND HATCHERS:

Only for treatment of setters and hatchers after poultry/chicks/eggs have been removed. Not for treatment of hatchers which contain chicksleggs. Prepare a stock solution of one (1) part Synergize to forty-two (42) parts water. Fog three (3) ounces per 100 cubic feet of ! q
solution into setters and hatchers immediately after transfer. Repeat daily. Discontinue hatcher treatments approximately 24 hours before puliing the hatch. Do not allow people to contact or breathe this fog and do not enter machines until the fog has been exhausted. To do Ll
permanent fogging nozzles in setters and hatchers and use an air compressor to disperse the sanitizing solution as a fog. It is also satisfactory to fog setters and hatchers with a 1:1000 solution of Synergize. If this is done, fog for 30 - 90 seconds once per hour or once every b. .S
C) POULTRY HOUSES AND LIVESTOCK BUILDINGS:

After the house has been depopulated and cleaned as in "Directions for use in farm premises, equine facilities, veal barns, ratite facilities, calf pens and vehicles", double check to be sure all people, poultry, livestock and pets have vacated the building. Close all windows, doors, curtains,
etc. making the house as closed as possible. Prepare a stock solution of one (1) part Synergize to four (4) parts water (25 fiuid ounces Synergize to 100 fiuid ounces water). Insert the nozzle of the fogging device through a suitable opening in the room. With the setting on maximum out-
put. for 125 fiuid ounces for each 1000 cubic yards. The Fogger itself is placed just inside the door of the building to be treated, or the nozzle of the fogger is inserted through a suitable opening in the door or building. The opening must be large enough to accommodate the nozzle. After
fogging. the building must be kept closed for twenty-four (24) hours. After twenty-four (24} hours, the fog must have settied and the house can now be opened and aired. The house must be opened for a minimum of twenty-four (24) hours before it is repopulated with poultry or livestock.
NOTE FOR POULTRY HOUSES AND LIVESTOCK BUILDINGS: The generated fog is very irritating to eyes, skin, and mucous membranes. Under no circumstances must a room or building be entered by anyone until the fog has completely settled. A reentry time of two (2) hours is required.
It the building or room must be entered, then the individuals entering the building or room must wear a self-contained respirator approved by NIOSHMSHA, goggles, long sleeve shirt and pants. i feeders and waterers were not removed from the premises during treatment, or were not
adequately covered to prevent contact with the treatment, they must be washed with detergent and water before use for pouitry or livestock.

AIR WASHERS AND INDUSTRIAL SCRUBBING SYSTEMS / RECIRCULATING COOLING AND PROCESS WATER SYSTEMS:

This product may only be used in industrial air washers and air washer systems which have mist-eliminating components.

SYNERGIZE must be added at the application rates described below to a water treatment system at a convenient point of uniform mixing such as a basin area. Addition may be made intermittently (Slug Dose) or continuously. Badly fouled systems can be shock treated with
SYNERGIZE. Under these conditions, blowdown must be discontinued for up to 24 hours.

SYNERGIZE can be used in industrial process water systems that contain ultra filtration units and non-medical reverse osmosis membranes (Where approved for compatibility by the membrane manufacturer) and associated distribution systems.

Intermittent (Slug Dose) Method:

initlal Dose: When the system is noticeably fouled, apply 2.0 to 4.0 ounces of SYNERGIZE per 100 gallons of water in the system. Repeat until control is achieved.

Subsequent Dose: When microbial control is evident, add 1.0 to 3.0 fluid ounces of SYNERGIZE per 100 gallons of water in the system weekly, or as needed to maintain control. Badly fouled systems must be cleaned before treatment is begun.

Continuous Feed Method:

Initial Dose: When the system is noticeably fouled, apply 2.0 to 4.0 ounces of SYNERGIZE per 100 gallons of water in the system. Repeat until control is achieved.

Subsequent Dose: When microbial control is evident, add 1.0 to 3.0 fluid ounces ot SYNERGIZE per 100 gallons of water in the system weekly, or as needed to maintain control. Badly fouted systems must be cleaned before treatment is begun.

VETERINARY PRACTICE (CLINICSYANIMAL CARE FACILITIES/ANIMAL LABORATORY/ANIMAL LIFE SCIENCE LABORATORY/ANIMAL RESEARCH CENTERS/ANIMAL QUARANTINE AREAS/ZOOS/PET SHOP/KENNELS/ANIMAL HUSBANDRY/ANIMAL BRF"

ING FACILITIES/BREEDING AND GROOMING ESTABLISHMENT/TACK SHOPS DISINFECTION DIRECTIONS: For cleaning and disinfecting the following hard, non-porous surfaces: equipment not used for animal food or water, utensits, instruments, cages, kennels,

stalls and catteries. Remove all animals (and) feeds from areas to be treated, animal transportation vehicles, crates, etc. Remove alt litter, droppings and manure from floors, walls and surtaces of facilities occupied or traversed by animals. Thoroughly clean all surfaces wit
detergent and rinse with water. Apply a solution of 1/2 ounce SYNERGIZE per gallon water (dilute 1:256) for a period of 10 minutes. Immerse all halters, ropes, and other types of equipment used in handling and restraining animals as well as forks, shovels, and scrapers use. _.

removing litter and manure. Ventilate buildings and ofier cigsed spacgs. ggnglghouse animals or employ equipment until treatment has been absorbed, set or dried. Thoroughly scrub all treated feed racks, automatic feeders, waterers, and other equipment which dispenses food or
water with soap or detergent, and rinse with potable 'ater he10re reuse. At %2 mmce per gallon of water, in the presence of 1000 ppm of hardness and 5% organic load for a 10-minute contact time, Synergize was found to be effective against Canine Parvovirus.

eee
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Staphylococcus aureus A T.C.C. 6538 Avian Influenza (H3N2)*
Pseudomonas aeruginosa A.T.C.C. 15442 Escherichia Coli F18
Salmonella enterica A T.C.C. 10708 Porcine circovirus Type 2*
Aspergillus fumigatus AT.C.C. 36607 ¢ ® 4 ®2® eee Canine parvovirus A.T.C.C. VR-2016*
Porcine Respiratory & Reproductive Smdrome \zrus (PRF@; ° ° Salmonella Choleraesuis
Salmoneila Entenitidis ° e e o e o
o0 a o
e
= ManuracibAd by? DOT SHIPPING NAME
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Reno, NV 89511 - (800) 995-1607 - www.preserveinternational.com
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Material Sent for Data Extraction
Reg # G G172/~

Description:

[1 Material(s) Sent to Data Extraction Contractors:

[  New Stamped Label Dated

D/Notification Dated

[ New CSF(s) Dated

[] Other:

[] Decision #:

[] Other Action/Comments:

Attach this coversheet to the top of the material or jacket. It
must be well organized and clipped together, NOT STAPLED.
Then give the material with this coversheet to staff in the
Information Services Center (Room S- 4900)

Reviewer: D YV “@m ?D/
Phone: 203 30% %032 Division: /1)

Date: é/‘/J [ 2

Created February 3, 2011
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PRESERVE®

INTERNATIONAL

www.Preservelnternational.com

Office of Gary E. Gaumer P.O. Box 17003, Reno, NV 89511 « Bus: (775) 853-9776 » Fax: (775) 853-9212 » email: gegaumer@preserveinc.com

May 2, 2012

Ms. Velma Noble

Office of Pesticides Programs (7504C)

United States Environmental Protection Agency (NOTIFY)
Ariel Rios Building

1200 Pennsylvania Avenue, N.W.

Washington, DC 20460

Dear Ms. Noble:

Preserve International hereby submits this notification for Alternate Brand Name for Synergize, EPA
registration number 66171-7.

Alternate Brand Name requested: Synergize Cool

This notification is consistent with the provisions of PR Notice 98-10 and EPA regulations at 40 CFR
152.46, and no other changes have been made to the labeling or the confidential statement of formula of
this product. I understand that it is a violation of 18 U.S.C. Sec. 1001 to willfully make any false
statement to EPA. [ further understand that if this notification is not consistent with the terms of PR Notice
98-10 and 40 CFR 152.46, this product may be in violation of FIFRA and I may be subject to enforcement
action and penalties under sections 12 and 14 of FIFRA.

If I may be of further assistance, please feel free to contact me at 775-853-9776.

Thank you for your time and consideration.

“The Solution is Preserve” 135
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Submit 1 copy of your final printed label before distributing or selling the product
bearing the revised labeling.

Submit and/or cite all data required for registration/reregistration of your product under
FIFRA section 3 (c) (5) and section 4 (a) when the Agency requires all registrants of similar
products to submit such data.

If the above conditions are not complied with, the registration will be subject to
cancellation in accordance with FIFRA section 6 (¢). Your release for shipment of the product
bearing the amended labeling constitutes acceptance of these conditions. Should you have any
questions concerning this letter, please contact Emilia Oiguenblik at (703) 347-0199 or Velma
Noble at (703) 308-6233.

Sincerely,

\/
Velm

Product Manager (31)
Regulatory Management Branch I
Antimicrobials Division (7510P)

138




139



140



141



142



143



144



. . " UNITED S 'S ENVIRONMENTAL PROTECTIONA %Y

MAY 7 2012

Mr. Gary E. Gaumer
President

Preserve International
P.O. Box 17003
Reno, NV 89511

Subject: Synergize N
EPA Registration Number 66171-7
Application Dated July 24, 2006
EPA Received Date July 28, 2006

Dear Mr. Gaumer:

The following amendment submitted in connection with registration under the Federal
Insecticide, Fungicide and Rodenticide Act (FIFRA), as amended, is acceptable with the
following comments:

Proposed Amendment:A
¢ Add additional organism (Porcine corcovirus Type 2 to label)
Efficacy Review:
1. The proposed label claims that the product, Synergize, is an effective disinfectant
against Porcine corcovirus type 2 on hard, non-porous surfaces in the presence of

1000 pm hard water and 5% organic soil load for a contact time of 10 minutes ata %2

ounce per gallon dilution. Data provided supports this claim.

2. Make the following changes to the proposed label:

a. Under the “Description” section (left panel), change “fiberglass” to read
“sealed f fiberglass.” Fiberglass is a porous surface.

b. Under the “Use Directions” section regarding vehicles (left panel), change
“‘course spray” to read “coarse spray.”

by " Thfiuenza virgs (H3N2)™ '

EPA Form 1320-1A (1/90) Printed on Recyclad Paper ' OFFICIAR FILE COPY




d. Under Active ingredient statement line up the “percentage numbers and
total”.

General Comments:
NOTE: This letter supersedes the letter dated February 7, 2007.

A stamped copy of the acceptable labeling is enclosed. Submit one (1) copy
of your final printed labeling before distributing or selling the product bearing the
revised labeling.

Should you have any questions or comments concerning this letter, please
contact Drusilla Copeland at (703) 308-6224.

\J']terely,
Product Manager (31)
Regulatory Management Branch |

Antimicrobials Division (7510P)

Enclosure
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PRESERVE

INTERNATIONAIL

= www.Preservelnternational.com

Tennessee Operation 1213 Empire Avenue, Memphis, TN 38107 e Bus: (901) 272-0031 e Fax: (901) 726-6446
California Operation 1355 Paulson Road, Turlock, CA 95380  Bus: (209) 664-1607 e Fax: (209) 664-1728

April 18,2012

Ms. Velma Noble

Office of Pesticides Programs (7504C)

United States Environmental Protection Agency (NOTIFY)
Ariel Rios Building

1200 Pennsylvania Avenue, N.W.

Washington. DC 20460

Dear Ms. Noble:

Preserve International hereby submits this notification for Alternate Brand Name for Synergize, EPA
registration number 66171-7.

Alternate Brand Name requested: Synergize Cool

This notification is consistent with the provisions of PR Notice 98-10 and EPA regulations at 40 CFR
152.46, and no other changes have been made to the labeling or the confidential statement of formula of
this product. I understand that it is a violation of 18 U.S.C. Sec. 1001 to willfully make any false
statement to EPA. [ further understand that if this notification is not consistent with the terms of PR Notice
98-10 and 40 CFR 152.46, this product may be in violation of FIFRA and I may be subject to enforcement
action and penalties under sections 12 and 14 of FIFRA.

If I may be of further assistance, please feel free to contact me at 775-853-9776.
Thank you for your time and consideration.

Sincerely,

“The Solution is Preserve” 153
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SEPA

United Statas

Environmental Protection Agency
Washington, DC 20460

OPP Identifier Number

Registration

Amendment

Other

Application for Pesticide - Section |

1. Company/Product Number
66171-7

Velma Noble

2. EPA Product Manager

3. Proposed Classification

4. Company/Product (Nama)
RGIZE

SYN

3/

DNono D Restricted

Preserve International
PO Box 17003
Reno, NV 89511

5. Name and Address of Applicant fInclude ZIP Code)

I:I Check if this is a new address

to:
EPA Reg. No.

6. Expedited Reveiw. In accordance with FIFRA Section 3(c}{3)
{b)i), my product is similar or identical in composition and labeling

Product Name

Section - 1

D Amendment - Explain below.

i Notification - Explein below.

D Resubmission in response to Agency latter dated

@/ Final printed labels in repsonse to 2/16/12

Agency letter dated
"Me Too™ Application.

‘:l Other - Expiain below.

Explanation: Use additional page(s) if necessary. (For section | and Section II.)

Section - lll

1. Material This Product Will Be Packaged In:

Child-Resistant Packaging Unit Packaging

Water Soluble Packaging

2. Type of Container

B Yes B Yes B Yeos Maetal
Plastic
No No No Glass
. . If "Yes No. per if "Yes” No. per Paper
* Certification must |, i - i :
“ nit Packaging wgt. containsr Package wgt container Other (Specify)
be submitted awa |
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions
27 0,55,30,4x1,2.
D Label D Container 5.250,55,30,4x1,2.5x2 E
6. Manner in Which Label is Affixed to Product Lithograph D Other
Paper glued
Stenciled
Section - IV
1. Contact Point (Complete jitems directly below for identification of individual to be contacted, if necessary, to process this application.)
Name Title Telephone No. (Include Area Code)
Gary E. Gaumer President 775-853-9776 4
e9oe
Certification o. Dgte Application
| certify that the statements | have made on this form and all attachments thereto are true, accurate and compb(o ° n%’b"”o’!
| acknowledge tfat Any knowlinglly false or misleading statement may be punishable by fine or lmpnsonmorﬁ ore : {Stamped)
both under apflicaifle law. °
TOTV OV [ X N J
2. Signatur, 3. Tide . o °
President e 0" 2°2
soo e L X ] [ ]
L ] L
A} L4 L @
4, Typed’(ame 5. Date socoe o o
Gary E. Gaumer February 29, 2012 secese
o0 L ]
-» Y ~
EPA Form 8570-1 (Rev. 3-94) Previous editions are obsolste. White - EPA File Copy (original)  “YeloW SApplicant Copy




DESCRIPTION

SYNERGIZE is a mulli-purpose disinfectant-cleaner. SYNERGIZE provides a broad
spectrum  kill of gram negative and gram positive microorganisms. SYNERGIZE provides
effective disinfecting and cleaning in one operation. SYNERGIZE is effective in warm,
soft or hard water (as much as 1000 ppm CaCO3) and performs especially weli in areas
containing 5% serum.

SYNERGIZE is for use on giazed ceramic and tile surfaces, stainless steel, aluminum,
chrome, galvanized metal, tin, brass, zinc, gtass, hard non-porous treated wood, poly-
ethylene, polypropylene, PVC {polyvinyl chioride), vinyl, sealed fiberglass, viton, ethytene
propylene, nitrile, acrylic and polyurethane.

DIRECTIONS FOR USE:

It is in violation of Federal Law to use this product in a manner inconsistent with its label-
ing. Registered for disinfecting and cteaning hard non-porous surfaces. Not for use on
feed, food or litter.

SYNERGIZE cleaner-disinfectant is specifically formulated for industrial use in the following
Animal and Poultry Housing facilities: Turkey, Breeder, Grow Out, Fryer, Layer, Hatcheries
and Swine Producing Facilities as well as the following equipment in these facilities:
Waterers, Feeders, Hauling Equipment, Dressing Plants, Loading Equipment, Farrowing
Barns, Nurseries, Blocks, Creep Areas, and Chutes. This product is also for use in Farm
Premise, Equine Facilities, Veal Bams, Ratite Facilities (Ostrich, Emu and Rhea Facilities},
Calf Pens and associated Farm Vehicles.

USE DIRECTIONS:

To disinfect and clean hard non-porous surfaces of walls, floors, tables, sinks, refrigerator
exteriors, telephone booths and garbage cans in non-animal areas associated with the
sites noted above. Apply a solution of 1/2 ounce SYNERGIZE per gallon water (dilute
1:256) to precieaned surfaces. Apply with cloth, sponge, mop or mechanical coarse spray
device, making sure all surfaces are wetted thoroughly. Allow surfaces to remain wet for
10 minutes. All surfaces must be rinsed with clean water and allowed to dry before reuse.

BOOT/SHOE WASH: To prevent cross contamination into animal areas, shoe baths con-
taining one inch of freshly made disinfecting solution must be placed at all entrances to
building. Scrape waterproof shoes or boots and place in a 1/2 ounce SYNERGIZE per gal-
lon water solution. Allow the solution to come in contact with the boot/shoe for 10 minutes.
Change the disinfecting solution when solution becomes visibly dirty.

VEHICLES: To disinfect the non-porous, hard surfaces of vehicles use a soiution of /2
ounce SYNERGIZE per gallon of water. Apply using a high pressure or coarse spray sys-
tem. Leave all treated surfaces exposed to solution for 10 minutes, or more and allow to air
dry. All treated surfaces that will contact feed or drinking water must be thoroughly scrubbed
with soap or detergent then rinsed with potablie water before reuse.

DIRECTIONS FOR USE IN SWINE PRODUCING FACILITIES:

1) Remove all animals and feed from the premises, vehicles and enclosures.

2) Empty all troughs, racks, and other feeding and watering appliances.

3) Remove all gross soil, bedding, manure, caked on dirt, spider webs, etc. from walls to
ceilings of barns, pens, stalls, chutes, and other facilities occupied or traversed by hogs
or other animals.

4) Thoroughly clean all surfaces with soap or detergent and rinse with water.

5) Thoroughly saturate all surfaces with a solution of 1/2 oz. SYNERGIZE per gallon of
water (1:256), using conventional spraying methods.

6) Allow all freated areas to remain in contact with this sofution for at least 10 minutes.
7) Immerse equipment used in handling and restraining animals, forks, shovels, and
scrapers used for removing manure in SYNERGIZE at a dilution of 1:256. Allow to remain
in contact for at least 10 minutes.

8) Ventilate buildings, and other closed spaces. Do not house swine or other livestock
until treatment has been absorbed, set, or dried.

9) Thoroughly scrub treated feed racks, troughs, automatic feeders, fountains, waterers
and equipment which may come in contact with food with soap or detergent, and rinse
with potable water before reuse.

DIRECTIONS FOR®USESN FARMe PREMIGES, EQUINE FACILITIES, VEAL BARNS,
RATITES FACILITIGS, G§LF PENSAND VERICLES:

1) Do not use in milsing siglisemilkigg parpgs ¢or Milk houses.

2) Remove all anim®is anfl fe@d from the premsises, vehicles, and enclosures.

3) Remove all gross sBifbeddinﬂ,Mnuﬂe.‘dﬂkd on dirt, spider webs, etc. from floors, sur-
faces, and from walls to ceiling of barns, pens, stalls, chutes, and other facilities occupied
or traversed by hogs or other animals.

4) Ergagygall igoygfrs. racks,gand other feeding and watering appliances.

5) Thorowghly alean all susfacgs with soap ordéqgenl and rinse with water.

6) ThoMughly ®aturate a® surfacesswith a sadution of ¥2 oz. SYNERGIZE per gallon of
wateig(1:856), g9 80nveﬂt@naf@ﬁyirﬁ_; m.eMOds.Q\zcm to remain in contact with this
solutiomfor at least 10 miguas. see

== Manufactured by:

PRESERVE

INTERNATIONAL
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SYNERGIZE

CLEANER-DISINFECTANT
STAPHYLOCIDAL - PSEUDOMONACIDAL

- SALMONELLACIDAL - VIRUCIDAL*
5@ . sv@s

- PARVOCIDAL - FUNGICIDAL
Synergize cleaner-disinfectant is specifically formulated for industrial use in the

ASPERGILLOCIDAL

following Animal and Pouitry Housing facilities: Turkey, Breeder, Grow Out, Fryer,

Layer, Hatcheries and Swine Producing Facilities as well as the following equip-
ment in these facilities: Waterers, Feeders, Hauling Equipment, Loading Equipment,
Farrowing Barns, Nurseries, Blocks, Creep Areas, and Chutes. This product is also

for use in Farm Premise, Equine Facilities, Veal Barns, Ratite Facilities (Ostrich,

Emu and Rhea Facilities), Calf Pens and associated Farm Vehicles, Veterinary
Practice, Animal Care, and Animal Laboratory.

Active Ingredients:
Alkyl {(C12 67%, C14 25%, C16 7%, C18 1%) dimethyl benzyl ammonium chloride.....26.00%

Glutaraldehyde.............. RO VOO 7.00%
Inert Ingredients:...........cccoovovriennnne e 67.00%
TOTAL. .o et e 100.00%

KEEP OUT OF REACH OF CHILDREN
DANGER

SEE SIDE PANEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS

See First Aid statement and additional precautions on side panel

7) Immerse all halters, ropes, and other types of equipment used in handiing and
restraining animais, as well as forks, shovels and scrapers used for removing manure in
a solution of 1/2 oz. SYNERGIZE per galion of water (1:256). Aliow to remain in contact
for 10 minutes.

8) Ventilate buildings, cars, boats, coops and other closed spaces. Do not house poultry
or livestock or employ equipment until treatment has been absorbed, set or dried.

9) Thoroughly scrub treated feed racks, troughs, automatic feeders, fountains, waterers
and equipment which may come in contact with food with soap or detergent, and rinse
with potable water before reuse.

DIRECTIONS FOR USE IN POULTRY HOUSE:

1) Remove all poultry and feeds from premises, trucks, coops, and crates.

2) Remove all litter and droppings from floors, walls and surfaces of facilities occupied
or traversed by poultry.

3) Empty all troughs, racks, and other feeding and watering appliances.

4) Thoroughly clean all surfaces with soap or detergent and rinse with water.

5) Saturate surfaces with 1/2 ounce SYNERGIZE per gallon water (dilute1:256) for a
period of 10 minutes.

6) Ventilate building, coops, and other closed spaces. Do not house poultry or employ
equipment until treatment has been absorbed, set, or dried.

7) Thoroughly scrub treated feed racks, troughs, automatic feeders, fountains, waterers
and equipment which may come in contact with food with soap or detergent, and rinse
with potable water before reuse.

EPA Reg. No. 66171-7
EPA Est. 66171-TN-001, 66171-CA-001
Patent Number: 5,891,922

Batch No: Net Contents:

Reno, NV 89511 - (800) 995-1607 - www.preserveinternational.com

STORAGE AND DISPOSAL

Do not contaminate water, food, or feed, by storage and disposal.

PESTICIDE STORAGE:

Store away from heat. Do not transfer to another container. Do not reuse empty container
PESTICIDE DISPOSAL.:

Pesticide wastes are acutely hazardous. Improper disposal of excess pesticide, spray
mixture, or rinsate is a violation of Federal law. If these wastes cannot be disposed of
by use according to label instruction, contact your State Pesticide or Environmental
Control Agency or the Hazardous Waste representative at the nearest EPA Regional
Office for guidance.

Container Handling: Nonrefillable container. Do not reuse or refill this container. Offer
for recycling if available, or offer for reconditioning if appropriate, or puncture and dispose
of in a sanitary landfill, or by other procedures approved by state and local authorities.
(For greater than 5 gallons) Triple rinse container (or equivalent) promptly after emptying.
Triple rinse as foilows: Empty remaining contents into application equipment or a mix
tank. Fill the container 1/4 full with water. Replace and tighten closures. Tip container
on its side and roll it back and forth, ensuring at least one complete revolution, for 30
seconds. Stand the container on its end and tip it back and forth several times. Turn
the container over onto its other end and tip it back and forth several times. Dispose
of rinsate as noted in the pesticide disposal section. Repeat this procedure two more
times. (For 5 gallons or less) Triple rinse container (or equivalent) promplly after empty-
ing. Triple rinse as follows: Empty the remaining contents into application equipment or
a mix tank and drain for 10 seconds after the flow begins to drip. Fill the container 1/4
full with water and recap. Shake for 10 seconds. Dispose of iinsate as noted °
pesticide disposal section. Drain for 10 seconds after the flow begins to drip.

this procedure two more times.

General: Consult Federal, State or local disposal authorities for approved aiternauve
procedures.

PRECAUTIONARY STATEMENTS

Hazards to humans and domestic animals

DANGER

KEEP OUT OF REACH OF CHILDREN. Corrosive. Causes irreversible eye damage and
skin burns. May be fatal if inhaled. Harmful if swallowed or absorbed through skin. Do not
get in eyes, on skin or on clothing. Do not breathe spray mist. Wear goggles or face shield.
Wear a dust/mist/filtering respirator (MSHA/NIOSH approval number prefix TC-21C) or a
NIOSH approved respirator with any N, P, R, or HE prefilter. Wear protective clothing and
rubber gloves. Prolonged or frequent repeated skin contact may cause allergic reaction in
some individuals. Wash hands before eating, drinking, chewing gum, using tobacco or using
the toilet. Remove contaminated clothing and wash before reuse.

ENVIRONMENTAL HAZARDS: This product is toxic to fish, aquatic invertebrates, oys-
ters, and shrimp. Do not apply directly to water. Do not contaminate water by cleaning of
equipment or disposal of wastes. Do not discharge effluent containing this product into
lakes, streams, ponds, estuaries, oceans or other water unless in accordance with the
requirements of a National Potlutant Discharge Elimination System (NPDES) permit and
the permitting authority has been notified in writing prior to discharge. Do not discharge
eifluent containing this product to sewer systems without previously notifying the local
sewage treatment plant authority. For guidance contact your State Water Board or Re-
gional Office of the EPA.

FIRST AID

IF IN EYES: Hold eye open and rinse slowly and gently with water for 15-20 minutes;
remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye; call
a poison control center or doctor for treatment advice.

IF ON SKIN OR CLOTHING: Take off contaminated clothing; rinse skin immediately
with plenty of water for 15-20 minutes; call a poison control center or doctor for treat-
ment advice.

IF INHALED: Move person to fresh air. If person is not breathing, call 911 or an ambu-
lance, then give artificial respiration, preferably by mouth-to-mouth, if possible; call a
poison control center or doctor for further treatment advice.

IF SWALLOWED: Call a poison control center or doctor immediately for treatment
advice; have person sip a glass of water if able to swallow; do not induce vomiting unless
told to do so by the poison control center or doctor; do not give anything by mouth to an
uUNCONSCIOUS person.

HOT LINE NUMBER: Have the product container or label with you when calling a poison
control center or doctor, or going for treatment. You may also contact 1 (800) 255-3924
for emergency medical treatment information. For information on this pesticide (including
health concerns, medical emergencies, or pesticide incidents), call the National Pesticide
Telecommunications Network at 1 (800) 858-7378.

NOTE TO PHYSICIAN: Probable mucosal damage may contraindicate the use of gastric
lavage. Measures against circulatory shock, respiratory depression and convulsion may

be needed.
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SYNERGIZE

HATCHERY ROOMS. INCUBATORS, AND HATCHERS, POULTRY HOUSES AND LIVESTOCK BUILDINGS BY FOGGING:

All surfaces must be cieaned and disinfected prior to fogging. Fogging is an adjunct or suppiement to normal cleaning and disinfection procedures and practices. Fogging is not used as a sanitizing treatment. Close room off so fog is confined to room to be treated. Wear a dust mist
respirator when mixing the use solution and pouring it into the fogging apparatus

A) HATCHERY ROOMS:

Remove all animals and teed from premises. vehicles and enclosures. Close room off so fog is confined to room to be treated. Prepare a stock solution of one (1) part SYNERGIZE to four (4) parts water (25 Fluid ounces SYNERGIZE to 100 fluid ounces water). Insert the nozzle of the
fogging device through a suitable opening in be room. With the setting on maximum output, fog 125 fluid ounces for each 1000 cubic yards. Do not aliow people to breathe or contact the fog or to enter the room until the fog has completely settied or exhausted. Normally this is 1-4 hours
in this environment.

B) INCUBATORS AND HATCHERS:

Only for treatment of setters and hatchers after poultry / chicks / eggs have been removed. Not for treatment of hatchers which contain chicks / eggs. Prepare a stock solution of one (1) part SYNERGIZE to four (4) parts water. Fog three (3) ounces per 100 cubic feet of this fogging soiution
into setters and hatchers immediately after transfer. Repeat daily. Discontinue Hatcher treatments approximately 24 hours before puiling the hatch. Do not aliow peopie to contact or breathe this fog and do not enter machines until the fog has settled (30-60 minutes after fogging is completed).
To do this, install permanent fogging nozzles in setters and hatchers and use an air compressor to disperse the solution as a fog. It is also satisfactory to fog setters and hatchers with a 1:1000 solution of SYNERGIZE. if this is done, fog for 30-90 seconds once per hour os once every two hours.

C) POULTRY HOUSES AND LIVESTOCK BUILDINGS:

After the house has been depopulated and cleaned as in "Directions for use in farm premises. equine facilities, veal barns, ratite facilities, calf pens and vehicles, double check to be sure all people, poultry, livestock and pets have vacated the building. Close ail windows, doors, curtains, etc.
making the house as closed as possible. Prepare a stock solution of one (1) part SYNERGIZE to four (4) parts water (25 fluid ounces S YNERGIZE to 100 fluid ounces water). Insert the nozzle of the fogging device through a suitable opening in the room. With the setting on maximum outntit,
for 125 fluid ounces for each 1000 cubic yards.The Fogger itself may be placed just inside the door of the building to be treated, or the nozzle of the fogger may be inserted through a suitable opening in the door or building. The opening must be large enough to accommodate the *

After fogging, the building must be kept closed for twenty-four (24) hours. After twenty-four (24) hours, the fog must have settled and the house can now be opened and aired. The house must be opened for a minimum of twenty-four (24) hours before it is repopulated with poultry or fiv

NOTE: The generated fog is very irritating to eyes, skin, and mucous membranes. Under no circumstances must a room or building be entered by anyone until the fog has completely settled. A reentry time of two (2) hours is required. If the building or room must be entered, then the indi-
viduals entering the building or room must wear a self contained respirator approved by NIOSHMSH, goggles, long sleeve shirt and pants. if teeders and waterers were not removed from the premises during treatment, or were not adequatety covered to prevent contact with the treatment,
they must be washed with detergent and water before use tor poultry or livestock.

AIR WASHERS AND INDUSTRIAL SCRUBBING SYSTEMS / RECIRCULATING COOLING AND PROCESS WATER SYSTEMS:
This product may only be used in industrial air washers and air washer systems which have mist-eliminating components.

SYNERGIZE must be added at the application rates described below to a water treatment system at a convenient point of uniform mixing such as a basin area. Addition may be made intermittently (Slug Dose) or continuously. Badly fouled systems can be shock treated with
SYNERGIZE. Under these conditions, blowdown must be discontinued for up to 24 hours

SYNERGIZE can be used in industrial process water systems that contain ultra filtration units and non-medical reverse osmasis membranes (Where approved for compatibility by the membrane manuiacturer) and associated distribution systems,

Intermittent (Slug Dose) Method:

initial Dose: When the system is noticeably fouled, apply 2.0 to 4.0 ounces of SYNERGIZE per 100 gallons of water in the system. Repeat until control is achieved.
Subsequent Dose: When microbial control is evident, add 1.0 to 3.0 fluid ounces of SYNERGIZE per 100 galions of water in the system weekly, or as needed to maintain control. Badly fouled systems must be cleaned before treatment is begun.

Continuous Feed Method:

Initial Dose: When the system is noticeably fouled. apply 2.0 to 4.0 ounces of SYNERGIZE per 100 galions of water in the system. Repeat until control is achieved.
Subsequent Dose: When microbial control is evident, add 1.0 to 3.0 fluid ounces of SYNERGIZE per 100 gallons ot water in the system weekly, or as needed to maintain control. Badly fouled systems must be cleaned before treatment is begun

VETERINARY PRACTICE (CLINICSYANIMAL CARE FACILITIES/ANIMAL LABORATORY/ANIMAL LIFE SCIENCE LABORATORY/ANIMAL RESEARCH CENTERS/ANIMAL QUARANTINE AREAS/ZOOS/PET SHOP/KENNELS/ANIMAL HUSBANDRY/ANIMAL BREED-
ING FACILITIES/BREEDING AND GROOMING ESTABLISHMENT/TACK SHOPS DISINFECTION DIRECTIONS: For cleaning and disinfecting the following hard, non-porous surfaces: equipment not used for animal food or water. utensils, instruments, cages, kenneis, stables,
stalls and catteries. Remove ali animals (and) feeds from areas to be treated, animal transportation vehicles, crates, etc. Remove all litter. droppings and manure from floors, walls and surfaces of facilities occupied or traversed by animals. Thoroughly clean all surfaces with soap or
detergent and rinse with water. Apply a solution of 1/2 ounce SYNERGIZE per galion water (dilute 1:256} for a period of 10 minutes. immerse all haiters, ropes. and other types of equipment used in handling and restraining animals as well as forks, shovels. and scrapers used for
removing litter and manure. Ventilate buildings and other closed spaces. Do not house animals or employ equipment until treatment has been absorbed, set or dried. Thoroughly scrub all treated feed racks, automatic feeders, waterers, and other equipment which dispenses for
water with soap or detergent, and rinse with potable water before reuse. At 2 ounce per galion of water, in the presence of 1000 ppm of hardness and 5% organic load for a 10-minute contact time, Synergize was found to be effective against Canine Parvovirus

Staphylococcus aureus A.T.C.C. 6538 Salmonelia Choleraesuis
Pseudomonas aeruginosa A T.C.C. 15442 Salmonella Enteritidis
Salmonelia enterica A. T.C.C. 10708

Aspergillus fumigus A3.C.C. 36807 e 0 @

Porcine Respiratog/eké §prodych g Syndrofe Virus (PRRS)*

Avian Influenza (HBN2)'s @ ° ses

EscherichiaColi (g . ® © @ .

Porcine circovirus Type 2@~ ®®® e®®e

Canine parvovirus A.T.C.C. VR-2016"

— * Mhnufacturedby® DOT SHIPPING NAME
PRESER VE UN3264, Corrosive Liquid, Acidic, Inorganic, 212972012
INTERNATIONAL n.o.s. {Phosphoric Acid), 8, PG Il

Reno, NV 89511 - (800) 995-1607 - www.preserveinternational.com
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Submit and/or cite all data required for registration/reregistration of your product under
FIFRA section 3 (c) (5) and section 4 (a) when the Agency requires all registrants of similar
products to submit such data.

If the above conditions are not complied with, the registration will be subject to
cancellation in accordance with FIFRA section 6 (€). Your release for shipment of the product
bearing the amended labeling constitutes acceptance of these conditions. Should you have any
questions concerning this letter, please contact Emilia Oiguenblik at (703) 347-0199 or Velma
Noble at (703) 308-6233.

Sincerely,

Product Manager (31)
Regulatory Management Branch I
Antimicrobials Division (7510P)

Attachments: Stamped label and Efficacy review DP Barcode: D394286




Material Sent for Data Extraction
Reg # ol 111-7

Description: Nofiication

M  Material(s) Sent to Data Extraction Contractors:

X New Stamped Label Dated

LA Notification Dated nlos [

[0  New CSF(s) Dated

[l  oOther:

¥l Decision #: 45¢77 g Y59 107

[] Other Action/Comments:

Attach this coversheet to the top of the material or jacket. It
must be well organized and clipped together, NOT STAPLED.
Then give the material with this coversheet to staff in the
Information Services Center (Room $-4900).

Reviewer: Arocy Lanke Cuctia Ofqubder
Phone: 703 308 0415 Division: Ay
34FUAG

Date: 12 [

Created February 3, 2011
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November 7, 2011

MEMORANDUM
SUBJECT: Efficacy Review for Synergize;
EPA File Symbol 66171-7;
DP Barcode: D394286
FROM: Karen Hill, Ph.D.
Microbiologist
Product Science Branch
Antimicrobials Division (7510P)
THRU: Tajah Blackburn, Ph.D.
Team Leader
Product Science Branch
Antimicrobials Division (7510P)
TO: Velma Noble RM31/ Tracy Lantz
Regulatory Management Branch |
Antimicrobials Division (7510P)
APPLICANT: Preserve International

P.O. Box 17003
Reno, NV 89511

FORMULATION FROM THE LABEL.:

Active Ingredient(s):
Alkyl (C12 67%, C14 25%, C1s 7%, C15 1%) dimethyl benzyl

ammonium Chloride ...
Glutaraldehyde.............coooi i
=T s o [ =Te (=) ] &SRO U PR
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K UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, DC 20460

OFFICE OF
CHEMICAL SAFETY
AND POLLUTION
PREVENTION

% by wt.

26.00%
7.00%

67.00%

100.00%
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i BACKGROUND

The product, Synergize, is a registered product (EPA Registration No. 66171-7). The
applicant has requested to amend the registration to include disinfectant claims against
Salmonella enterica subsp. enterica serovar enteriditis on hard non-porous surfaces for
industrial and animal care and processing facilities. The product is specifically intended
for industrial use in the following Animal and Poultry Housing Facilities: Hatcheries and
Swine Producing Facilities, Turkey Breeder, Fryer, Grow Out, and Layer. It is also
intended for use on the following equipment. Feeders, Farrowing Barns, Nurseries,
Creep Areas, Hauling Equipment, Dressing Plants, Blocks, Loading Equipment, Chutes,
and Waterers. The label claims that the product is effective in hard water (as much as
1000 ppm CaCO;) and in the presence of 5% serum. The study was performed at
Antimicrobial Test Laboratories 3000 Joe DiMaggio Blvd. Suite #32 Round Rock, Texas
78665.

The data package included a letter from the applicant dated August 31, 2011, the
Data Matrix, the proposed label, one efficacy study (MRID No. 485944-01), Statement of
No Confidentiality Claims, Good Laboratory Practice Compliance statement, and Quality
Assurance statement for referenced study.

| USE DIRECTIONS

The product is designed to clean and disinfectant hard non-porous surfaces. The
product may be used to treat hard non-porous surfaces including: glass, garbage cans,
walls, floors, telephone booths, tables, sinks, and refrigerator exteriors. The proposed
label claims it may be used on stainless steel, glass, hard non-porous treated wood,
polyvinyl chloride, polypropylene, acrylic, ethylene propylene, tin, vinyl, viton, sealed
fiberglass, nitrile, polyurethane, galvanized metal, brass, zinc, tin, glazed ceramic and
tile, chrome, and aluminum. Directions on the proposed label provided the following
instructions for the use and preparation of the product as a disinfectant:

Apply % ounce SYNERGIZE per gallon of water (1:256 dilution). Apply with

cloth, sponge, mop, or mechanical coarse spray device, allow surfaces to remain
wet for 10 minutes, rinse surfaces with clean water, and allow surfaces to dry.

i AGENCY STANDARDS

Disinfectants for Use on Hard Surfaces (Against a Broad Spectrum of Bacteria;
Additional Bacteria):

Effectiveness of disinfectants against specific bacteria other than those named in the
AOAC Use-Dilution Method, AOAC Germicidal Spray Products as Disinfectants Method,
AOAC Fungicidal Test, and AOAC Tuberculocidal Activity Method, must be determined
by either the AOAC Use-Dilution Method or the AOAC Germicidal Spray Products as
Disinfectants Method. Ten carriers must be tested against specific bacteria with each of
2 product samples, representing 2 different product lots. To support products labeled as
“disinfectants” for specific bacteria (other than those bacteria named in the above test
methods), killing of the specific bacteria on all carriers is required. In addition, plate
count data must be submitted for each microorganism to demonstrate that a
concentration of at least 10* microorganisms survived the carrier-drying step.

Page 2 of 4
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v COMMENTS ON THE SUBMITTED EFFICACY STUDIES

1. MRID 485944-01 “AOAC Use — Dilution Test Method,” Test Organism:
Salmonelia enterica subsp. enterica serovar enteriditis (ATCC 13076), for
Synergize, by Jason Williams. Study conducted at Antimicrobial Test
Laboratories. Study completion date- August 2, 2011. Study Identification
No. is GLP1077.

This study was conducted against Salmonella enterica subsp. enterica serovar
enteriditis (ATCC 13076). Two lots (Lots No. 37817 and 37818) of the product
Synergize were tested using the provided Antimicrobial Test Laboratories Protocol No.
P1084. The product was diluted as 1 part test substance and 255 parts diluent (1:256
dilution). The product was diluted in 1010ppm AOAC hard water. The test culture was
incubated for 48+2 hours (48 hrs. and 28 min. indicated in final report) at 36+1°C.
Equine serum was added to the test culture to achieve 5% serum load. The stainless
steel penicylinder carriers were submerged in 48+2 hours old suspension of test
organism for 15 minutes at room temperature. Following, the carriers were placed on
double filter paper-lined Petri dishes and allowed to dry for 38 minutes at 35.4°C. The
inoculated carriers were each submerged in 10ml of test substance for 10 minutes at
22.2°C. Afterwards, the carriers were transferred to 10mL of AOAC Modified Letheen
Broth. All subcultures were incubated for 4812 hours at 3611°C prior to examination of
the subcultures for the presence or absence of visible growth. Controls for both product
lots included carrier count, sterility, viability, and neutralization confirmation.

Vv RESULTS

Lot Microorganism Number of Positive Carriers / Average

No. Number of Carriers CFU/Carrier
Salmonella enterica

37817 (ATCC 13076) 0/10 9.03 X 10°
Salmonella enterica

37818 (ATCC 13076) 0/10 9.03 X 10°

Vi CONCLUSIONS

1. The submitted efficacy data support the use of the product, Synergize, as a
disinfectant with bactericidal activity against the following microorganism on hard, non-
porous surfaces in the presence of a 5% organic soil load and 1000ppm hard water for a
10-minute contact time:

Salmonella enterica subsp. enterica serovar enteriditis (ATCC 13076) MRID 485944-01

Acceptable killing was observed in the subcultures of the required number of carriers
tested against the required number of product lots. Neutralization confirmation testing
showed positive growth of the microorganisms. Viability controls were positive for
growth. Purity controls were reported as pure. Sterility controls did not show growth.

Page 3 of 4
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Vi RECOMMENDATIONS

1. The proposed label claims that the product, Synergize, is an effective disinfectant
against the following microorganisms on hard, non-porous surfaces in the presence of
5% organic serum and hard water for a 10 minute contact time:

Salmonella enterica subsp. enterica serovar Enteriditis
These claims are acceptable as they are supported by the submitted data.
Label:

¢ Please remove claims for the following organisms in the absence of acceptable
efficacy data:

Saimonelia Dublin
Salmonella Heidelberg
Salmonella paratyphi
Salmonella typhi
Salmonella typhimurium
Salmonella pullorium
Salmonella Gallanarum
Salmonella Brandenburg

The ATCC numbers for Salmonella enterica subsp. enterica serovar enteriditis and E.
coli F18 are required on master label or data matrix.

e On page 2 of the proposed label in Section B) Incubators and Hatchers, the

statement “disperse the sanitizing solution as a fog” conflicts with earlier
language regarding the use as a disinfectant.

Page 4 of 4
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DESCRIPTION

SYNERGIZE is a multi-purpose disinfectant-cleaner. SYNERGIZE provides a broad
spectrum kil of gram negative and gram positive microorganisms. SYNERGIZE provides
effective disinfecting and cleaning in one operation. SYNERGIZE is effective in warm,
soft or hard water (as much as 1000 ppm CaCO3) and performs especially weil in areas
containing 5% serum.

SYNERGIZE is for use on glazed ceramic and tile surfaces, stainless steel, aluminum,
chrome, galvanized metal, tin, brass, zinc, glass, hard non-porous treated wood, poly-
ethylene, polypropylene, PVC (polyvinyl chloride), vinyl, sealed fiberglass, viton, ethylene
propylene, nitrile, acrylic and polyurethane.

DIRECTIONS FOR USE:

it is in violation of Federal Law to use this product in a manner inconsistent with its label-
ing. Registered for disinfecting and cleaning hard non-porous surfaces. Not for use on
feed, food or litter.

SYNERGIZE cleaner-disinfectant is specifically formutated for industrial use in the following
Animal and Poultry Housing facilities: Turkey, Breeder, Grow Out, Fryer, Layer, Hatcheries
and Swine Producing Facilities as well as the following equipment in these facilities:
Waterers, Feeders, Hauling Equipment, Dressing Plants, Loading Equipment, Farrowing
Barns, Nurseries, Blocks, Creep Areas, and Chutes. This product is also for use in Farm
Premise, Equine Facilities, Veal Barns, Ratite Facilities {Ostrich, Emu and Rhea Facilities),
Calf Pens and associated Farm Vehicles.

JE DIRECTIONS:
disinfect and clean hard non-porous surfaces of walls, floors, tables, sinks, refrigerator
.eriors, telephone booths and garbage cans in non-animal areas associated with the
sites noted above. Apply a solution of 1/2 ounce SYNERGIZE per gallon water (dilute
1:256) to precleaned surfaces. Apply with cloth, sponge, mop or mechanical coarse spray
device, making sure all surfaces are wetted thoroughly. Allow surfaces to remain wet for
10 minutes. At surfaces must be rinsed with clean water and allowed to dry before reuse.

BOOT/SHOE WASH: To prevent cross contamination into animal areas, shoe baths con-
taining one inch of freshly made disinfecting solution must be placed at all entrances to
building. Scrape waterproof shoes or boots and place in a 1/2 ounce SYNERGIZE per gal-
lon water solution. Allow the solution to come in contact with the boot/shoe for 10 minutes.
Change the disinfecting solution when solution becomes visibly dirty.

VEHICLES: To disinfect the non-porous, hard surfaces of vehicles use a solution of 1/2
ounce SYNERGIZE per gallon of water. Apply using a high pressure or coarse spray sys-
tem. Leave all treated surfaces exposed to solution for 10 minutes, or more and aftow to air
dry. All treated surfaces that will contact feed or drinking water must be thoroughly scrubbed
with soap or detergent then rinsed with potable water before reuse.

DIRECTIONS FOR USE IN SWINE PRODUCING FACILITIES:

1) Remove all animals and feed from the premises, vehicles and enclosures.

2) Empty all troughs, racks, and other feeding and watering appliances.

3) Remove all gross soil, bedding, manure, caked on dirt, spider webs, etc. from walis to

ceilings of barns, pens, stalls, chutes, and other facilities occupied or traversed by hogs

or other animals.

4) Thoroughly clean all surfaces with soap or detergent and rinse with water.

5) Thoroughly saturate all surfaces with a solution of 1/2 0z. SYNERGIZE per gallon of

water (1:256), using conventional spraying methods.

6) Allow all freated areas to remain in contact with this solution for at least 10 minutes.

™\ Immerse equipment used in handling and restraining animals, forks, shovels, and
apers used for removing manure in SYNERGIZE at a dilution of 1:256. Allow to remain
sontact for at least 10 minutes.

, Ventilate buildings, and other closed spaces. Do not house swine or other livestock

until treatment has been absorbed, set, or dried.

9) Thoroughly scrub treated feed racks, troughs, automatic feeders, fountains, waterers

and equipment which may come in contact with food with soap or detergent, and rinse

with potable water before reuse.

DIRECTIONS FOR USE IN FARM PREMISES, EQUINE FACILITIES, VEAL BARNS,
RATITES FACILITIES, CALF PENS AND VEHICLES:

1) Do not use in milking stalls, milking parlors, or milk houses.

2) Remove all animals and teed from the premises, vehicles, and enclosures.

3) Remove all gross sail, bedding, manure, caked on dirt, spider webs, etc. from fleors, sur-
faces, and from walls to ceiling of barns, pens, stalls, chutes, and cther facilities occupied
or traversed by hogs or other animals.

4) Empty all troughs, racks, and other feeding and watering appliances.

5) Thoroughly clean all surfaces with soap or detergent and rinse with water.

8) Thoroughly saturate all surfaces with a solution of 1/2 0z. SYNERGIZE per galton of
water {1:256), using conventional spraying methods. Aliow to remain in contact with this
solution for at least 10 minutes.

= Manufactured by:

PRESERVE

INTERNATIONAL

Page 1 of 2

Reno, NV 89511 « (800) 995-1607 + www.preserveinternational. com

SYNERGIZE

CLEANER-DISINFECTANT
STAPHYLOCIDAL - PSEUDOMONACIDAL

5 - SALMONELLACIDAL - VIRUCIDAL* %

- PARVOCIDAL - FUNGICIDAL
ASPERGILLOCIDAL

- is specifically formulated for industrial use in the
followmg Ammal and Poultry Housing facilities: Turkey, Breeder, Grow Out, Fryer,
Layer, Hatcheries and Swine Producing Facilities as well as the following equip-
ment in these facilities: Waterers, Feeders, Hauling Equip , Loading Equip
Farrowing Barns, Nurseries, Blocks, Creep Areas, and Chutes. This product is also
for use in Farm Premise, Equine Facilities, Veal Barns, Ratite Facilities (Ostrich,
Emu and Rhea Facilities), Calf Pens and associated Farm Vehicles, Veterinary
Practice, Animal Care, and Animal Laboratory.

Active Ingredients:
Atkyl (C12 67%, C14 25%, C16 7%, C18 1%) dimethyl benzyt ammonium chloride
Glutaraldehyde.
Inert Ingredients:
TOTAL..

KEEP OUT OF REACH OF CHILDREN
DANGER

SEE SIDE PANEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS

See First Aid statement and additional precautions on side panel

7) Immerse alt halters, ropes, and other types of equipment used in handling and
restraining animals, as well as forks, shovels and scrapers used for removing manure in
a solution of 1/2 0z. SYNERGIZE per gallon of water (1:256). Allow to remain in contact
for 10 minutes.

8) Ventilate buildings, cars, boats, coops and other closed spaces. Do not house poultry
or livestock or employ equipment until treatment has been absorbed, set or dried.

9) Thoroughly scrub treated feed racks, troughs, automatic feeders, fountains, waterers
and equipment which may come in contact with food with soap or detergent, and rinse
with potable water before reuse.

DIRECTIONS FOR USE IN POULTRY HOUSE:

1} Remove all poultry and feeds from premises, trucks, coops, and crates.

2) Remove all litter and droppings from floors, walls and surfaces of facilities occupied
or traversed by poultry.

3) Empty all troughs, racks, and other feeding and watering appliances.

4) Thoroughly clean all surfaces with soap or detergent and rinse with water.

5) Saturate surfaces with 1/2 ounce SYNERGIZE per gailon water (dilute1:256) for a
period of 10 minutes.

6) Ventilate building, coops, and other closed spaces. Do not house poultry or employ
equipment until treatment has been absorbed, set, or dried.

7) Thoroughly scrub treated feed racks, troughs, automatic feeders, fountains, waterers
and equipment which may come in contact with food with soap or detergent, and rinse
with potable water before reuse.

ACCEPTED

EPA Reg. No. ok 66171.7
EPA Est. th ’30“’ MENTS  66171-Tn-001, 66171-CA-001
Patent Number: 5,891,922

»r Dated:
ot Contents;___
5 201%

aline c(‘tvc1de
de Actas

in B '“/1
Batch No:

STORAGE AND DISPOSAL

Do not contaminate water, food, or feed, by storage and disposal.

PESTICIDE STORAGE:

Store away from heat. Do not transfer to another container. Do not reuse empty container
PESTICIDE DISPOSAL:

Pesticide wastes are acutely hazardous. improper disposal of excess pesticide, spray
mixture, or rinsate is a violation of Federal law. if these wastes cannot be disposed of
by use according to label instruction, contact your State Pesticide or Environmental
Control Agency or the Hazardous Waste representative at the nearest EPA Regional
Office for guidance.

Container Handling: Nonrefillable container. Do not reuse or refili this container. Offer
for recycling if available, or oHfer for reconditioning if appropriate, or puncture and dispose
of in a sanitary landfill, or by other procedures approved by state and local authorities.
{For greater than 5 gallons) Triple rinse container (or equivalent) promptly after emptying.
Tripte rinse as follows: Empty remaining contents into application equipment or a mix
tank. Fill the container 1/4 fuli with water. Replace and tighten closures. Tip container
on its side and rofi it back and forth, ensuring at least one comptete revolution, for 30
seconds. Stand the container on its end and tip it back and forth several times. Turn
the container over onto its other end and tip it back and forth several times. Dispose
of rinsate as noted in the pesticide disposal section. Repeat this procedure two more
times. (For 5 galflons or less) Triple rinse container (or equivalent) promptly after empty-
ing. Triple rinse as follows: Empty the remaining contents into application equipment or
a mix tank and drain for 10 seconds after the flow begins to drip. Fill the container 1/4
full with water and recap. Shake for 10 seconds. Dispose of rinsate as noted in the
pesticide disposal section. Drain for 10 seconds after the flow begins to drip. Repeat
this procedure two more times.

General: Consult Federal, State or local disposal authorities for approved alternative
procedures.

PRECAUTIONARY STATEMENTS

Hazards to humans and domestic animals

DANGER

KEEP OUT OF REACH OF CHILDREN. Corrosive. Causes irreversible eye damage and
skin burns. May be fatal if inhaled. Harmful if swallowed or absorbed through skin. Do not
get in eyes, on skin or on clothing. Do not breathe spray mist. Wear goggles or face shield.
Wear a dust/mistfiiltering respirator (MSHA/NIOSH approval number prefix TC-21C) or a
NIOSH approved respirator with any N, P, R, or HE prefilter. Wear protective clothing and
rubber gloves. Prolonged or frequent repeated skin contact may cause allergic reaction in
some individuals. Wash hands before eating, drinking, chewing gum, using tobacco or using
the toilet. Remove contaminated clothing and wash before reuse.

ENVIRONMENTAL HAZARDS: This product is toxic to fish aquatic invertebrates, oys-
ters, and shrimp. Do not apply directly to water. Do not contaminate water by cleaning of
equipment or disposal of wastes. Do not discharge effluent containing this product into
lakes, streams, ponds, estuaries, oceans or other water uniess in accordance with the
requirements of a National Poilutant Discharge Eiimination System {(NPDES) permit and
the permitting authority has been notified in writing prior to discharge. Do not discharge
effluent containing this product to sewer systems without previously notifying the local
sewage treatment plant authority. For guidance contact your State Water Board or Re-
gional Office of the EPA.

FIRST AID

IF IN EYES: Hold eye open and rinse slowly and gently with water for 15-20 minutes;
remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye; call
a poison control center or doctor for treatment advice.

IF ON SKIN OR CLOTHING: Take off contaminated clothing; rinse skin immediately
with plenty of water for 15-20 minutes; call a poison control center or doctor for treat-
ment advice.

IF INHALED: Move person to fresh air. if person is not breathing, call 911 or an ambu-
lance, then give artificial respiration, preferably by mouth-to-mouth, if possible; call a
poison control center or doctor for further treatment advice.

IF SWALLOWED: Call a poison control center or doctor immediately for treatment
advice; have person sip a glass of water if able to swallow; do not induce vomiting unless
told to do so by the poison control center or doctor; do not give anything by mouth to an
unconscious person.

HOT LINE NUMBER: Have the product container or label with you when calling a poison
contral center or doctor, or going for treatment. You may also contact 1 (800) 255-3924
for emergency medical treatment information. For information on this pesticide (including
health concerns, medical emergencies, or pesticide incidents), call the National Pesticide
Telecommunications Network at 1 (800) 858-7378.

NOTE TO PHYSICIAN: Probable mucosal damage may contraindicate the use of gastric
lavage. Measures against circulatory shock, respiratory depression and convulsion may
be needed.
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SYNERGIZE

HATCHERY ROOMS. INCUBATORS, AND HATCHERS, POULTRY HOUSES AND LIVESTOCK BUILDINGS BY FOGGING:

All surfaces must be cleaned and disinfected prior to fogging. Fogging is an adjunct or supplement to normal cleaning and disinfection procedures and practices. Fogging is not used as a sanitizing treatment. Close room off so fog is confined to room to be treated. Wear a dust mist
respirator when mixing the use solution and pouring it into the fogging apparatus.

A) HATCHERY ROOMS:

Remove all animals and feed from premises, vehicles and enclosures. Close room off so fog is confined to room to be treated. Prepare a stock solution of one (1) part SYNERGIZE to four (4) paris water (25 Fiuid ounces SYNERGIZE to 100 fluid ounces water). insert the nozzle of the
fogging device through a suitable opening in be room. With the setting on maximum output, fog 125 fluid ounces for each 1000 cubic yards. Do not allow people to breathe or contact the fog or to enter the room until the fog has completely seftled or exhausted. Normally this is 1-4 hours
in this environment.

B) INCUBATORS AND HATCHERS:

Only for treatment of setters and hatchers after pouitry / chicks / eggs have been removed. Not for treatment of hatchers which contain chicks / eggs. Prepare a stock solution of one (1) part SYNERGIZE to four (4) parts water. Fog three (3) ounces per 100 cubic feet of this fogging
solution into setters and hatchers immediately after transfer. Repeat daily. Discontinue Hatcher treatments approximately 24 hours befare pulling the hatch. Do not allow people to contact or breathe this fog and do not enter machines until the fog has settled (30-60 minutes atter fogging is
completed). To do this, install permanent fogging nozzles in setters and hatchers and use an air compressor to disperse the wanitizing-solution as a fog. It is also satisfactory to fog setters and hatchers with a 1:1000 solution of SYNERGIZE. If this is done, fog for 30-90 seconds once per
hour or once every two hours.

'} POULTRY HOUSES AND LIVESTOCK BUILDINGS:

After the house has been depopulated and cleaned as in "Directions for use in farm premises. equine facilities. veal barns, ratite facilities, calf pens and vehicles, double check to be sure all peopte, pouitry, livestock and pets have vacated the building. Close all windows, doors, curtains, etc.
making the house as closed as possible. Prepare a stock solution of one (1) part SYNERGIZE to four {4) parts water (25 fluid ounces SYNERGIZE to 100 fluid ounces water). Insert the nozzle of the fogging device through a suitable opening in the room. With the setting on maximum output,
for 125 fluid ounces for each 1000 cubic yards.The Fogger itself may be placed just inside the door of the building to be treated, or the nozzle of the fogger may be inserted through a suitabe opening in the door or building. The opening must be farge enough to accommadate the nozzle.
Affer fogging, the building must be kept closed for twenty-four (24) hours. After twenty-four (24) hours, the fog must have settled and the house can now be opened and aired. The house must be opened for a minimum of twenty-four {24) hours before it is repopulated with poultry or fivestock.

NOTE: The generated fog is very irritating to eyes, skin, and mucous membranes. Under no circumstances must a room or building be entered by anyone until the fog has completely settled. A reentry time of two (2) hours is required. If the building or room must be entered, then the indi-
viduals entering the building or room must wear a self contained respirator approved by NIOSH/MSH, goggles, long sleeve shirt and pants. If feeders and waterers were not removed from the premises during treatment, or were not adequately covered to prevent contact with the treatment,
they must be washed with detergent and water before use for poultry or livestock.

AIR WASHERS AND INDUSTRIAL SCRUBBING SYSTEMS / RECIRCULATING COOLING AND PROCESS WATER SYSTEMS:

This product may only be used in industrial air washers and air washer systems which have mist-eliminating components.

SYNERGIZE must be added at the application rates described below to a water treatment system at a convenient point of uniform mixing such as a basin area. Addition may be made intermittentty (Slug Dose) or continuously. Badly fouled systems can be shock treated with
SYNERGIZE. Under these conditions, blowdown must be discontinued for up to 24 hours.

SYNERGIZE can be used in industrial process water systems that contain ultra filtration units and non-medical reverse osmosis membranes (Where approved for compatibility by the membrane manufacturer) and associated distribution systems.

Intermittent (Slug Dose) Method:

Initial Dose: When the system is noticeably fouled, apply 2.0 to 4.0 ounces of SYNERGIZE per 100 gallons of water in the system. Repeat until control is achieved.
Subsequent Dose: When microbial control is evident, add 1.0 to 3.0 fiuid ounces of SYNERGIZE per 100 gallons of water in the system weekly, or as needed to maintain control. Badly fouled systems must be cleaned before treatment is begun.

Continuous Feed Method:

Initial Dose: When the system is noticeably fouled, apply 2.0 to 4.0 ounces of SYNERGIZE per 100 gallons of water in the system. Repeat until control is achieved.
Subsequent Dose: When microbial control is evident, add 1.0 to 3.0 fluid ounces of SYNERGIZE per 100 gailons of water in the system weekly, or as needed to maintain controt. Badly fouled systems must be cleaned before treatment is begun.

VETERINARY PRACTICE (CLINICSVANIMAL CARE FACILITIES/ANIMAL LABORATORY/ANIMAL LIFE SCIENCE LABORATORY/ANIMAL RESEARCH CENTERS/ANIMAL QUARANTINE AREAS/ZOOS/PET SHOP/KENNELS/ANIMAL HUSBANDRY/ANIMAL BREED-
ING FACILITIES/BREEDING AND GROOMING ESTABLISHMENT/TACK SHOPS DISINFECTION DIRECTIONS: For cleaning and disinfecting the following hard, non-porous surfaces: equipment not used for animal food or water, utensils, instruments, cages, kennels, stables,
“talls and catteries. Remove all animals (and) feeds from areas to be treated, animal transportation vehicles, crates, etc. Remove all litter, droppings and manure from floors, walls and surtaces of facilities occupied or traversed by animals. Thoroughly clean all surfaces with soap or

etergent and rinse with water. Apply a solution of 1/2 ounce SYNERGIZE per gallon water (dilute 1:256) for a period of 10 minutes. Immerse all halters, ropes, and other types of equipment used in handling and restraining animals as well as forks, shovels, and scrapers used for
.emoving litter and manure. Ventilate buildings and other closed spaces. Do not house animais or employ equipment until treatment has been absorbed, set or dried. Thoroughly scrub all treated feed racks, automatic feeders, waterers, and other equipment which dispenses food or
water with soap or detergent, and rinse with potable water before reuse. At % ounce per gailon of water, in the presence of 1000 ppm of hardness and 5% organic load for a 10-minute contact time, this product was found to be effective against Canine Parvovirus.

Staphylococcus aureus A.T.C.C. 6538 Salmonella Choleraesuis
Pseudomonas aeruginosa A.T.C.C. 15442 Salmonelia Enteritidis
Salmonella enterica A.T.C.C. 10708

Aspergillus fumigatus A.T.C.C. 36607

Porcine Respiratory & Reproductive Syndrome Virus (PRRS)”

Avian Influenza (H3N2)*

Escherichia Coli F18

Porcine circovirus Type 2°

Canine parvovirus AT.C.C. VR-2016"

Manufactured by: DOT SHIPPING NAME
PRESER VE UN3264, Corrosive Liquid, Acidic, Inorganic, 1277
INTERNATIONAL n.o.s. (Phosphoric Acid), 8, PG IlI

Reno, NV 89511 - (800) 995-1607 - www.preserveinternational.com
Page 2 0of 2
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http://www.epa.g0v/opprdOOI/inerts/
http://www.epa.g0v/opprdOOI/inerts/
http://www.epa.gov/oppfeadl/labeling/lrni/

Is the data package consistent with PR Notice 86-5 (link to PRN 86-5)

Notice of Filing (link to

http://www.epa.gov/pesticides/regulating/tolerance petitions.htm) included
with petitions (link to
http://www.epa.gov/pesticides/regulating/tolerances.htm)

If applicable for conventional applications, reduced risk rationale (link to
http://www.epa.gov/opprd001/workplan/reducedrisk.html)

10

Required Data (link to
hitp://www.epa.gov/pesticides/regulating/data_requirements.htm) and/or
data waivers. See Footnote C.

a) List study (or studies) not included with application
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http://www.epa.gov/pesticides/regulating/tolerances.htm
http://www.epa.g0v/opprdOOl/workplan/reducedrisk.html

Comments:

pned T 5 Revies (WIS AESSH) ik
need to  eomdrct Wi vessstract

D q/’l//c

* N/A — Not Applicable

Footnotes

A. During the 21 day initial content review, all CSFs will be reviewed to determine
whether all inerts listed, including fragrances, are approved for the proposed uses. If an
unapproved inert is identified, the applicant must either 1) resolve the inert issue by, for
example, removing the inert, substituting it with an approved inert, submitting
documentation that EPA approved the inert for the proposed pesticidal uses, correcting
mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3)
withdraw the application. Removing or substituting an inert ingredient will require a new
CSF and may require submission of data. All information, forms, data and
documentation resolving the inert issue must have been received by the Agency or the

application withdrawn within the 21 day period, otherwise, the Agency will reject the
application as described below.

To successfully complete this aspect of the 21 day initial content screen, applicants are
strongly encouraged to verify that all inert ingredients have been approved for the
application’s uses even if a product is currently registered by consulting the inert Web

3
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site [link to http://www.epa.gov/opprd001/inerts/lists.html] and if the inert is not
approved, to obtain the necessary inert approval prior to submitting an application
to register a pesticide product containing that inert ingredient. Some inert
ingredients are no longer approved for food uses or certain types of uses. The name
and/or CAS number on a CSF must match the name and CAS number on this web site.
Simple typographical errors in the name or CAS number have resulted in processing
delays.

If an inert is not listed on the inert ingredient web site and the applicant believes that the
inert has been approved, the applicant should contact the Inert Ingredient Assessment
Branch (IIAB) at inertsbranch @epa.gov and resolve the issue. Copies of the
correspondence with IIAB resolving the issue should accompany the application. All
new inerts except PIP inerts are reviewed by IIAB. The IIAB should also be contacted
for any questions on what supporting data needs to be submitted for and the Agency’s
inert review process. Questions on PIP inerts should be directed to the Chief of
Microbial Pesticides Branch [Link to

http://www.epa.gov/oppbppd 1/biopesticides/contacts _bppd.htm].

When a brand, trade, or proprietary name of an inert ingredient is listed on a CSF,
additional information such as an alternate name of the inert, CAS number or other
information [link to http://www.epa.gov/opprd001/inerts/tips.pdf] must also be included
to enable the Agency to determine if it has been approved. Each component of an inert
mixture (including a fragrance) must be identified. In some cases, the supplier of the
mixture or fragrance may need to provide this information to the Agency. Prior to the
Agency’s receipt of an application, applicants must arrange with a proprietary mixture or
fragrance supplier to provide the component information to the Agency or promptly upon
EPA’s request. If the inert ingredients in a proprietary blend (including fragrances)
cannot or are not identified or provided within the 21-day content review period, the
Agency will reject the application.

During the 21 day content review, applicants should submit information to the individual
identified by the Agency when the applicant is informed of an unapproved inert.

Unapproved Inerts Identified on CSEs

All applications except conventional new products and PIPs

Once an unapproved inert is identified on a CSF, the Agency will contact the
applicant with the following options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert. If this option is selected and implemented, the Agency may
request an extension in the PRIA decision review timeframe to accommodate
the inert review/approval process;
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of these options is selected and implemented by the applicant within the
21 day content review period, the Agency will reject the application and retain

25% of the full fee of the category identified.

Conventional New Product Applications

When the Registration Division identifies an unapproved inert on a CSF with an
application for a new product that the applicant has not identified as requiring an
inert approval (R311, R312 or R313), it will contact the applicant with the
following options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert, including any required petition to establish or amend a
tolerance or exemption from a tolerance. (This option may change the PRIA
category for the application, which could require a longer decision review
time and a larger fee. If additional fees are due, they must be received by the
Agency within the 21 day content review period.)

3. Withdraw the application (the Agency retains 25% of the full fee for the fee

category estimated); or

If none of the above options is selected and implemented during the 21-day
content-review period, the Agency will reject the application and retain 25% of
the appropriate fee for the new product-inert approval category.

PIP Applications

When the Biopesticide and Pollution Prevention Division identifies an
unapproved inert on a PIP CSF and a request to approve the inert does not
accompany the application, it will contact the applicant with the following
options:

1. Correct the application by, for instance, correcting the spelling or name of the
inert to that in 40 CFR 174, or providing documentation that the inert has been
approved; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert. If an inert ingredient tolerance exemption petition is
required, the petition must be received by the Agency and the B903 fee paid
within the 21 day period. If this option is selected and implemented, the
Agency will discuss harmonizing the timeframe for both actions.
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of the above options is selected and implemented during the 21 day
content review period, the Agency will reject the application and retain 25% of
the fee.

B. A policy on documentation of offers to pay is still being developed, however, for a
me-too or fast track (similar/identical) new product, R300 or A530, an application
without the necessary authorizations of offers to pay will be placed into either R301 or
AS531. The Agency recommends that authorizations of offers to pay be submitted with
other PRIA applications to avoid delays in the Agency’s decision.

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers

prior to submitting their application to the Agency. Documentation of such discussions
should be submitted with the study waiver.
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September 8, 2011
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

OPP Decision Number: D-454407

EPA File Symbol or Registration Number: 66171-7
Product Name: SYNERGIZE

EPA Receipt Date: 07-Sep-2011

EPA Company Number: 66171

Company Name: PRESERVE INTERNATIONAL

GARY GAUMER

PRESERVE INTERNATIONAL
PO Box 17003

RENO, NV 89511-

SUBJECT: Receipt of Application and 75% Small Business Waiver Request
Dear Registrant:

The Office of Pesticide Programs has received your application, 75% small business
waiver request, and certification of payment. If you submitted data with this application, the
results of the PRN-86-5 screen will be communicated separately. During the administrative
screen, the Office of Pesticide Programs has determined that this Action is subject to a Pesticide
Registration Service Fee as defined in the Pesticide Registration Improvement Act.

The Action has been identified as Action Code: A570
AMENDMENT;NON-FAST TRACK;

Your request for waiver has been forwarded for review. You will be notified in writing when a
determination is made regarding your request. If your waiver request is approved, the decision
review time period will start on the date of approval. If your waiver request is denied, you will
receive an invoice for the outstanding balance.

If you have any questions, please contact the Pesticide Registration Service Fee
Ombudsman at (703) 308-6427.

Sincerely

o 2

Front End Processing Staff
Information Technology & Resources Management Division
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N
IFee for Service]  [902892<-~

This package includes the following for Division
© New Registration ®*AD
O
©® Amendment BPPD
°RD
Studies? U Fee Waiver?
, Risk Mgr. | 31
Uvolpay % Reduction: __
Receipt No. S-| 902892
EPA File Symbol/Reg. No. 66171-7
Pin-Punch Date: 9/7/2011

1 This item is NOT subject to FFS action.

— — — Action Code: Parent/Child Decisions:
Requested:

Granted: /3(5’70
Amount Due: $ 3”’7 o0

Inert Cleared for Intended Use Uncleared Inert in Product

Reviewer: jQ&W\:)) Date: 0? / o BI/,QOI |

Remarks:
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PRESERVE

INTERNATIONAL

www.Preservelnternational.com

V%rldHeadquarters P.0. Box 17003, Reno, NV 89511  Bus: (775) 853-9776 o Fax: {775) 406-3413 ¢ USA: (800) 995-1607
Tennessee Operation 1213 Empire Avenue, Memphis, TN 38107 e Bus: (901) 272-0031 o Fax: (901) 726-6446
California Operation 1355 Paulson Road, Turlock, CA 95380 e Bus: (209) 664-1607 » Fax: (209) 664-1728

August 31, 2011

Ms. Velma Noble

Office of Pesticides Programs (7504C)

United States Environmental Protection Agency (AMEND)
Ariel Rios Building

1200 Pennsylvania Avenue, N.W.

Washington, DC 20460

Dear Ms. Noble:

Preserve International is submitting amendment documents, for our product Synergize, EPA
Registration Number 66171-7:

1 Addition of the following Salmonella enterica serotypes:

Salmonella Enteritidis
Salmonella Choleraesuis
Salmonella Dublin
Salmonella Heidelberg
Salmonella Paratyphi
Salmonella Typhi
Salmonella Typhimurium
Salmonella Pullorum
Salmonella Gallinarum
Salmonella Brandenburg

We have included the required: 1) USEPA Form 8570-1, Application for Pesticide,
2) Formulator’s Exemption for both active ingredients, 3) Certification with respect to citation of

data, 4) Data matrix, 5) six copies of the proposed labeling and 6) three copies of the
confirmatory data.

If I may be of further assistance, please feel free to contact me at 775-853-9776.
Thank you for your time and consideration.

Sincerely,
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Form Approved OMB Nos. 2070-0 70-0057; 2070-0107; 2070-0122; 2070-0164

{ &‘5 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
g& oy 1200 Pennsylvania Avenue, N.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for registration
and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send
comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, Collection
Strategies Division (2822T), U.S. Environmental Protection Agency, 1200 Pennsylvania Avenue, N.W., Washington, DC 20460. Do not send the completed form
to this address.

Certification with Respect to Citation of Data

Applicant's/Registrant's Name, Address, and Telephone Number EPA Registration Number/File Symbol
Preserve International, PO Box 17003, Reno, NV 89511 66171-7
Active Ingredient(s) and/or representative test compound(s) Date

Alkyl (C12 67%, C14 25%, C16 7%, C18 1%) dimethyl benzyl ammonium chloride, Glutaraldehyde

General Use Pattern(s) (list all those claimed for this product using 40 CFR Part 158) Product Name
Farm, Indoor Non-Food, Animal, Cooling and Processed Water Synergize

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not need to
submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27).

| am responding to a Data-Call-In Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form should
D be used for this purpose).

SECTION I: METHOD OF DATA SUPPORT (Check one method only)

| am using the cite-all method of support, and have included with this form | am using the selective method of support (or cite-all option
D a list of companies sent offers of compensation (the Data Matrix form under the selective method), and have included with this form a
should be used for this purpose). completed list of data requirements (the Data Matrix form must be
used).

SECTION H: GENERAL OFFER TO PAY

[Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements]

D | hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA.

SECTION lil: CERTIFICATION

| certify that this application for registration, this form for reregistration, or this Data-Cali-In response is supported by all data submitted or cited in the
application for registration, the form for reregistration, or the Data-Call-In response. In addition, if the cite-all option or cite-all option under the selective method is
indicated in Section I, this application is supported by all data in the Agency's files that (1) concern the properties or effects of this product or an identical or
substantially similar product, or one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted under the data
requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or similar composition and
uses .

| certify that for each exclusive use study cited in support of this registration or reregistration, that | am the original data submitter or that | have obtained
the written permission of the original data submitter to cite that study.

| certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) | am the original data
submitter; (b) | have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligibility for
compensation have expired for the study; (d) the study is in the public literature; or () | have notified in writing the company that submitted the study and have
offered (I) to pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA; and (ii) to commence negotiations to determine the
amount and terms of compensation, if any, to be paid for the use of the study. S . b

[ ] . [ X J

I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensatlon end evn@ence of theig delivery in
accordance with sections 3(c)(1)(F) and/or 3(c){2)(B) of FIFRA are available and will be submitted to the Agency upon request Should 1 fail to produce such
evidence to the Agency upon request, | understand that the Agency may initiate action to deny, cancel or suspend the reglatramn.m‘ my product in conformity with

FIF
RA. . oo . o . :
| certify that the statements | have made on this form and all attachments to it are true, accurate, and cemplete | acknowledge that any
knowingly false or nisl;a\ﬂﬁg statement may be punishable by fine or imprisonment or both under applicable law. § A 4
/ e o LY ] .

Signature

Dat Typed or Printed Name and Title: .
2 ‘/ // Gary E. Gaumer, President :. XY

EPA-form 8570,84 (12-2003) Electronic and Paper versions available. Submit only Paper version.
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*Product ingredient source information may be entitled to confidential treatment*

oM approved. UMD INO. £U1U-UUDUY, LUFU-UUDT, LUFU-UIUT, LUTU-ULL, LUTU-U 104,

United States
Environmental Protection Agency
Washington, DC 20460
Formulator’s Exemption Statement
(40 CFR 152.85)

Applicant's Name and Address EPA File Symboi/Registration Number
Preserve International 66171-7
PO Box 17002

Product Name
Reno, NV 89511 Synergize

Date of Confidential Statement of Formula (EPA Form 8570-4)
9/11/03

As an authorized representative of the applicant for registration of the product identified above, | certify that:

(1) This product contains the following active ingredient(s):
Alkyl (C12 67%, C14 25%, C16 7%, C18 1%) dimethyl benzyl ammonium chloride
Glutaraldehyde

(2) Of these, each active ingredient listed in paragraph (4) is present solely as the result of the use of that active ingredient in the manufacturing,
formulation or repackaging another product which contains that active ingredient which is registered under FIFRA Section 3, is purchased by
us from another person and meets the requirements of 40 CFR section 158.50(e)(2) or (3).

(3) Indicate by checking (A) or (B) below which paragraph applies:

“1 (A) An accurate Confidential Statement of Formula (EPA FORM 8570-4) for the above identified product is attached to this statement.
That formula statement indicates, by company name, registration number, and product name, the source of the active ingredient(s) listed in
paragraph (1).
OR

~1 (B) The Confidential Statement of Formula (CSF)(EPA Form 8570-4) referenced above and on file with the EPA is complete, current, an
accurate and contains the information required on the current CSF.

(4) The following active ingredients in this product qualify for the formulator's exemption.

Source

Active Ingredient istration Number

NOLERET ClEeT Gl

ammonium ¢ or1

a}‘ : \/‘ ot
Glutaraldehyde b
e O [} \75’/‘{,{; {
®
® . (X}
- .
® [ ]
co0000®
® ®
. o
Name and Title Dat%' O '
Gary E. Gaumer, President eoses 2 / .
L ]
1 —-EPA
&J:pphcant copy
183




{"‘c’;""} UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
7y 404
oy

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this coliection of information is estimated to average 0.25 hours per response for regisiration activities and 0.25 hours per response for
reregistration and special review activities, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not
send the form to this address.

DATA MATRIX

Date May 24, 2011 EPA Reg No.fFile Symbol 66171-7 Page { of 3
Applicant's/Registrant's Name & Address Product
Preserve international, PO Box 17003, Reno, NV 89511 Synergize
Ingredient Alkyl dimethy! benzyl ammonium chioride, Glutaraldehyde
Guidefine Reference Number _| Guideline Study Name o e | MRIDNumber | Submitter . | Status Note

Submission of Product Chemistry and Efficacy Data 44433700 Preserve International Own

in support of the application for registration of Synergize

Disinfectant.
61-1 Product Identity & Disclosure of ingredients 44433701 Preserve intemational Own
61-2 Product Identity - Beginning Materials & Mfg. Process 44433701 Preserve Internationat Own
61-3 Product Identity - Discussion of Formation of Impurities 44433701 Preserve International Own
62-2 Analysis of Ingredients - Certification of Limits 44433701 Preserve internationat Own
63-0 Reports of Multiple Physical/Chemical Characteristics 44433701 Preserve Intemational Own o] oo
630 Selected Physical Characteristics 44433702 Preserve International stoyns et
62-1 Analysis of ingredients-Prefiminary Analysis of Product 44433703 Preserve international o] One

mﬁw, =g

62-3 Analysis of Ingredients-Analytical Method to Verify Limits 44433703 Preserve international ° n‘: ee ®
62-1 Analysis of ingredients-Preliminary Analysis of Product 44433704 Preserve Internationat o .Cév‘r; N °*
62-3 Analysis of Ingredients-Analytical Method to Verify Limits | 44433704 Preserve Internationat oo ® aeae

AOAC Disinfectant Testing (Efficacy) 44433705 Preserve international Own : °

/7 AOAC Disinfectant Testing (ﬁfﬁcacy)-oyﬁz}dum 1 Preserve Intemational Own bbb
Signature Name and Title Date
/ Gary E. Gaumer, President g /2#/
EPA FormA8570- 97) Electronic and Paper VM avail ubg)it Snily Paper version. Agency Internal Use Copy




2, Fom Approved OMB No. 2070-0060
(1] 3 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
l@” "t 20T R Street, " S'W:
WASHINGTON, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not
send the form to this address.
DATA MATRIX
Date May 24, 2011 EPA Reg No.fFile Symbol §6171-7 Page Zof 5
Applicant's/Registrant's Name & Address Product
3 Synergize
Ingredient A dimethyi benzyl ammonium chioride, Glutaraldehyde ,
Guideline Reference Number. Guideline Study Name. . .. . e L MRID Number . | Submitter. S D |, SMBUS L f Note :
Toxicity Data Submission Cover Sheet 44569500 Preserve International Own
81-1 Acute Tox & lrritation - Acute Qral Toxicity 44569501 Preserve International Own
81-2 Acute Tox & irritation - Acute Dermal Toxicity 44569502 Preserve International Own
81-5 Acute Tox & Irritation - Primary Dermal Irritation 44569503 Preserve International Own
81-4 Acute Tox & Irritation - Primary Eye [rritation 44569504 Preserve Internationat Own
81-3 Acute Tox & Irritation - Acute Inhalation Toxicity 44569505 Preserve International Own
81-6 Acute Tox & Iritation - Dermal Sensitization 44569506 Preserve international Own
Fungicidal Data Submission Cover Sheet 45147100 Preserve International Own ol oo
—
AQOAC Fungicidal Product Test - Efficacy Data 45147101 Preserve internationat b m: P ¢ 1
— A . - 2] OWne
Porc 45304300t FQOSRVE-INIOFRAHORBI—
. ; ) . *Towne
Porcine Respiratory & Reproductive Syndrome Virus Data | 46391301 Preserve International o o co ®
T
Avian Influenza A (H3N2) Virus Cover Sheet 46770300 Preserve Intemational ° o(%m o °° '
0 b .
Avian Influenza A (H3N2) Virus Data 46770301 Preserve international L ﬂ LA > o .
Escherichia coli (F18) Cover Sheet . 46770300 Preserve international Own : . I
H Own e00000®
/ scherichia coli (F18) Data / / 46770302 Preserve international °
Signature -Name and Title Date
' < —— . Gary E. Gaumer, President < / 2] f ¢ 4
/ L4

o’
—EPA Fon%?d-% (9-97) Electronic and Paper versions available. Sul ly@aper version. Agency Internal Use Copy




o Form Approved OMB No. 2070-0060
(&;g UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
S’

401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not
send the form to this address.

DATA MATRIX
Date Méy 24, 2011 EPA Reg No /File Symbol 66171-7 Page 's’of ?
licant's/Registrant's Name & Address Product
.serve International, PO Box 17003, Reno, NV 89511 Synergize

Ingredient Ay dimethyt benzyl ammonium chloride, Glutaraldehyde
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note

Porcine circovirus Type 2 Cover Letter 46908800 Preserve International Own

Porcine circovirus Type 2 Data 46908801 Preserve International Own

Salmonella enterica subsp. v8Eavv0/

enterica serovar Enteritidis

To be assligned Preserve Internatipnal ol

. oe
in b
(XX LE D4 L
. :4; .
L
I XXX
i LR J * e + 'y :
00000. b
P .
sejoe® 'Y
.ﬁ....
: X 0: hd
/ / [
Signature Name and Title Date
. s Gary E. Gaumer, President g/?i//l/
EPA Form}ﬂo-ss (497) Electronic and Paper versions availabfe. Submit only PAper Yersion. Agency Internal Use Copy 1w
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